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Title  21 — Food  and  Drugs 

CHAPTER  I — FOOD  AND  DRUG  ADMINIS¬ 
TRATION.  DEPARTMENT  OF  HEALTH, 

EDUCATION.  AND  WELFARE 

Administrative  Practices  and  Procedures 

This  notice  establishes  administrative 
practices  and  procedures  governing  ac¬ 
tivities  of  the  Food  and  Drug  Adminis¬ 
tration.  It  includes  the  procedures  under 
which  citizen  petitions  will  be  submitted 
to  and  considered  by  the  agency,  the 
justification  for  and  conduct  of  formal 
evidentiary  public  hearings,  public  hear¬ 
ings  before  a  Public  Board  of  Inquiry, 
public  hearings  before  a  public  advisory 
committee,  public  hearings  before  the 
Commissioner,  regulatory  hearings  be¬ 
fore  the  Pood  and  Drug  Administration, 
and  standards  of  conduct  and  conflicts  of 
interest.  It  amends  existing  agency  reg¬ 
ulations  to  conform  them  to  the  new 
regulations  governing  practices  and  pro¬ 
cedures.  The  new  regulations  are  effec¬ 
tive  on  July  28,  1975.  Public  comment  on 
the  new  regulations  may  be  submitted  to 
the  Hearing  Clerk  on  or  before  July  28, 
1975.  Any  changes  warranted  by  such 
comment  will  be  refiected  in  a  further 
order  modifying  those  new  regulations. 

The  present  administrative  practices 
and  procedures  of  the  Food  and  Drug 
Administration  are  largely  imcodified 
and,  to  the  extent  that  they  are  included 
in  existing  regulations,  are  spread 
throughout  numerous  sections  in  the 
Code  of  Federal  Regulations  and  in 
agency  manuals.  Many  of  these  prac¬ 
tices  and  procedures  have  been  developed 
over  the  years  on  an  ad  hoc  basis,  to 
meet  immediate  needs,  wittiout  syste¬ 
matically  integrating  them  into  the 
agency’s  overall  practices  and  proce- 
diu-es.  Many  of  the  agency’s  practices 
and  procedures  have  not  been  written 
down  in  any  manual  or  regulation.  Ac¬ 
cordingly,  the  Commissioner  of  Pood  and 
Drugs  has  concluded  that  a  thorough 
review  of  agency  practices  and  proce¬ 
dures  should  be  undertaken,  and  that 
comprehensive  regulations  should  be 
adopted  to  codify  existing  requirements, 
establish  new  requirements  where  none 
currently  exist,  and  conform  present  reg¬ 
ulations  so  that  practices  and  procedures 
will  be  applied  consistently  throughout 
the  agency.  This  notice  reflects  the  con¬ 
tinuing  efforts  of  the  Pood  and  Drug  Ad¬ 
ministration  on  this  project  for  more 
than  a  year. 

Many  of  the  matters  covered  in  these 
regulations  are  not  explicitly  mentioned 
in  any  of  the  laws  administered  by  the 
Commissioner.  The  Supreme  Court  re¬ 
cently  recognized  in  Weinberger  v.  Ben- 
tex  Riarmaceutlcals,  Inc.,  412  U.S.  653, 
645  (1973) ,  that  the  Pood  and  Drug  Ad¬ 
ministration  has  authority  which  “is  im¬ 
plicit  in  the  regulatory  scheme,  not 
spelled  out  in  haec  verba’’  in  the  statute. 
As  stated  in  Morrow  v.  Clayton  326  F.  2d 
36,44  (10th  Cir.  1963) : 

However,  It  Is  a  fundamental  principle  of 
administrative  law  that  the  powers  of  an 
administrative  agency  are  not  limited  to 
those  expressly  granted  by  the  statutes,  but 
Include,  also,  all  of  the  powers  that  may  fairly 
be  Implied  therefrom.  Pan  American  World 


Airways  v.  United  States,  371  UA.  296,  83  S. 
Ct.  476,  9  L.Ed.2d  325;  United  States  v.  Penn¬ 
sylvania  RallrocMi  Company,  323  UJ3.  612,  65 
S.Ct.  471,  89  L.Ed.  499;  United  States  v. 
BaUey,  9  Pet.  238,  34  U.S.  238,  9  L.Ed.  113.  The 
rule  in  this  respect  is  well  stated  in  1  Am. 
Jur.2d,  Administrative  Law,  section  44,  p.  846 : 

The  Court  is  not  limited  to  the  mere  words 
of  a  statute  or  what  is  expressly  declared 
therein,  and  that  which  is  Incidentally  nec¬ 
essary  to  a  fiUl  exposition  of  the  legislative 
intent  should  be  upheld  as  being  germane 
to  the  law.  In  the  construction  of  a  grant  of 
powers,  it  is  a  general  principle  of  law  that 
where  the  end  is  required  the  appropriate 
means  are  given  and  that  every  grant  of 
power  carries  with  it  the  use  of  necessary 
and  lawful  means  for  its  effective  execution. 
There  is  therefore  conferred  by  necessary  im¬ 
plication  every  power  proper  and  necessary 
to  the  execlse  of  the  powers  and  duties  ex¬ 
pressly  given  and  imposed. 

The  Commissioner  concludes  that  all 
of  the  matters  covered  In  the  new  regu¬ 
lations  readily  fall  within  these  princi¬ 
ples. 

The  Commissioner  notes  that  this  no¬ 
tice  promulgates  regulations  dealing  with 
administrative  practices  and  procedures 
exclusive  of  re^atory  enforcement  ac¬ 
tivities.  The  Food  and  Drug  Administra¬ 
tion  is  presently  at  work  codifying  the 
agency’s  enforcement  practices  and  pro¬ 
cedures,  which  will  Include  regulations 
relating  to  imports,  criminal  prosecution 
(including  both  the  use  of  citations  un¬ 
der  section  305  and  the  criteria  for  rec¬ 
ommending  criminal  prosecution) .  recall 
and  detention  of  products,  publicity,  reg¬ 
ulatory  letters,  and  related  matters. 
’These  regulations  will  be  published  in  the 
Federal  Register  in  the  future. 

Effectivs  Date 

The  Commissioner  has  concluded  that 
there  are  compelling  public  interest  rea¬ 
sons  why  these  regiilatlons  should  be 
made  effective  at  this  time,  rather  than 
first  publishing  them  as  a  proposal  with 
time  for  public  comment. 

All  of  these  regulations  establish  pro¬ 
cedures  governing  the  on-going  activities 
of  the  agency.  It  is  clear  that  such  activi¬ 
ties  will  continue,  whether  or  not  written 
procedures  exist  to  govern  them.  For  ex¬ 
ample,  citizens  will  continue  to  submit 
petitions  to  the  agency,  public  hearings 
of  an  types  wUl  be  conducted,  advisory 
committees  wiU  meet,  and  other  similar 
activities  wiU  take  place.  Without  writ¬ 
ten  regulations  of  the  type  established 
in  this  notice,  considerable  confusion  and 
uncertainty  about  the  procedures  govern¬ 
ing  these  activities  wUl  continue  to  exist. 
The  Commissioner  concludes  that,  rather 
ttian  continue  with  inconsistent,  incom¬ 
plete,  and  out-of-date  agency  practices 
and  procedures,  many  of  which  have 
never  been  codified  in  any  form,  it  is  in 
the  public  interest  to  establish  clear  new 
practices  and  procedures  by  making  these 
regulations  effective  60  days  after  their 
publication  in  the  Federal  Register. 

At  the  same  time,  the  Commissioner 
wishes  to  encourage  public  comment  on 
these  regulations.  A  period  of  60  days  is 
provided  for  submission  of  such  com¬ 
ments.  The  Ccwiunissioner  emphasizes 
that,  although  all  of  the  regulations 
established  in  this  notice  have  been  the 


subject  of  intensive  agency  consideration 
for  over  a  year,  and  therefore  represent 
the  best  current  thinking  of  the  Food 
and  Drug  Administration,  all  of  them  are 
subject  to  modification  on  the  basis  of 
persuasive  public  comment  which  points 
out  errors,  inconsistencies,  or  sound  legal 
or  public  policy  reasons  for  changing 
them.  The  fact  that  they  are  published 
as  final  regulations,  rather  than  as  a 
proposal,  is  simply  to  permit  the  orderly 
transaction  of  agency  business,  pursuant 
to  written  procedures,  during  the  interim 
period  v<diile  public  comment  is  being  ob¬ 
tained.  Once  all  public  comment  has  been 
obtained,  further  modification  of  these 
regulations  will  be  undertaken. 

Most  of  the  statutory  provisions  imple¬ 
mented  by  these  regulations  are  self- 
executing,  and  thus  the  agency  must 
comply  with  such  requirements  regard¬ 
less  whether  implementing  regulations 
exist.  Similarly,  many  agency  practices 
and  procedures  already  in  existence,  but 
uncodified,  require  no  regulations  for 
continuation.  Rather  than  publish  a  pro¬ 
posal,  which  would  then  of  necessity  be 
implemented  as  if  it  were  a  final  order, 
it  is  more  forthright  and  fair  to  publish 
this  notice  as  a  final  regulation,  subject 
to  modification  on  the  basis  of  the  pub¬ 
lic  comment  that  will  be  received. 

The  Commissioner  concludes  that  the 
Administrative  Procedure  Act  (APA),  5 
U.S.C.  553(b),  as  well  as  the  provisions 
of  these  regulations,  fully  authorize  their 
publication  as  final  regulations  with  time 
for  comment.  Under  the  APA,  all  regu¬ 
lations  governing  procedure  or  practice 
may  be  published  without  the  require¬ 
ment  of  notice  and  public  procedure, 
and  indeed  any  other  regulation  may  be 
so  published  where  notice  and  public 
procedure  are  impracticable,  unneces¬ 
sary,  or  contrary  to  the  public  interest. 
The  Conunissioner  concludes,  for  the  rea¬ 
sons  stated  above,  that  both  of  these 
standards  are  met  in  this  instance.  Under 
the  new  regulations  themselves,  it  is  pro¬ 
vided  that  any  regulation  may  be  issued 
in  final  form,  without  notice  and  public 
procedure,  under  such  circumstances, 
and  that  in  all  such  Instances  time  will 
be  provided  for  public  comment  in  order 
to  determine  whether  additional  modifi¬ 
cation  is  appropriate.  Although  the  Com¬ 
missioner  has  very  seldom  used  this  pro¬ 
cedure  iu  the  past  few  years,  and  Intends 
to  use  it  very  seldom  in  the  future,  it  is 
apparent  that  on  occasions  such  as  this 
it  is  the  only  practicable  way  to  proceed 
in  an  orderly  fashion  with  the  activities 
of  the  agency. 

The  Commissioner  will  consider  any 
reasonable  request  for  an  extension  of 
the  60-day  period  for  public  comment  on 
the  new  relations,  where  good  cause  is 
shown.  No  extension  of  time  for  com¬ 
ment  will  be  considered  by  the  Commis¬ 
sioner,  however,  on  any  provision  of  the 
new  regulations  on  which  litigation  is 
instituted.  The  Commissioner  has  con¬ 
cluded  that,  if  any  provision  of  the  new 
regulations  is  challenged  in  the  courts, 
it  will  be  important  to  receive  and  act 
upon  all  comments  relating  at  least  to 
that  portion  of  the  regulations,  so  that 
any  modification  justified  by  the  com- 
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mcnt  can  promptly  be  made  and  judicial 
revlewa  can  therefore  be  obtained  on  the 
final  version  of  the  regulations,  as  so 
modified  in  light  of  the  comments 
received. 

The  Commissioner  recognizes  that, 
with  experience,  these  new  regulations 
will  undoubtedly  require  additions  and 
modifications.  As  is  true  with  any  at¬ 
tempt  to  codify  procedures  on  a  com¬ 
prehensive  basis,  it  must  be  expected  that 
some  of  the  provisicms  will  require 
change,  and  new  provisions  will  be 
needed  to  clarify  existing  provisions  and 
to  codify  new  procedures  not  previously 
covered.  This  will  necessarily  be  a 
lengthy  on-going  process  that  will  never 
fully  be  completed. 

Administrative  Practices  and 

Procedures  (Part  2) 

The  Commissioner  has  concluded  that 
Part  2  of  Title  21  of  the  Code  of  Federal 
Regulations  should  be  set  aside  to  con¬ 
tain  all  regulations  governing  Food  and 
Drug  Administration  administrative 
practices  and  procedures.  Accordingly, 
the  existing  provisions  in  Subparts  H 
and  M  of  E*art  2,  relating  to  delegations 
of  authority  and  organization  of  the 
Food  and  Drug  Administration,  have 
been  transferred  to  a  new  Part  5.  The 
provisions  relating  to  formal  evidentiary 
public  hcarlngps  in  present  Suhpart  F  of 
Part  2  are  substantially  out  of  date,  and 
are  revoked  and  sxqscrseded  by  the  new 
regulations  in  Subpart  B  (rf  Part  2. 

General  (Subpart  A) 

Subpart  A  of  new  Part  2  is  intended 
to  encompass  all  of  the  general  provi¬ 
sions  relating  to  the  agency’s  practices 
and  procedures.  The  Commissioner  an¬ 
ticipates  that,  as  additional  agency  pol¬ 
icy  is  established  with  regard  to  general 
practices  and  procedures,  it  will  be  added 
in  the  form  of  new  sections  in  this  sub- 
part. 

SCOPE  (S  2.1) 

Subpart  A  of  new  Part  2  deals  with  a 
number  of  provisions  that  have  general 
applicability  throughout  the  agency.  It 
contains,  for  example,  uniform  require¬ 
ments  with  respect  to  all  information 
filed  with  the  Hearing  CHerk,  and  a 
standard  form  for  petitions  to  be  filed 
with  the  Hearing  Clerk.  The  Commis¬ 
sioner  recognizes,  however,  that  specific 
provisions  in  other  subparts  of  Part  2, 
or  in  other  sections  of  Title  21  of  the 
Code  of  Federal  Regulations,  state  dif¬ 
ferent  requirements  applicable  to  a 
particular  matter.  Thus,  the  form  for  a 
new  drug  application  (NDA)  in 
§  314.LCe)  (2)  will  of  course  remain  ap¬ 
plicable,  as  will  all  of  the  other  specific 
forms  and  formats  specified  throughout 
present  agency  regulations.  Similarly, 
an  NDA  will  continue  to  be  submitted  to 
the  Bureau  of  Drugs  as  provided  in 
S  314.1(c).  a  food  additive  petition  will 
continue  to  be  submitted  to  the  Bureau 
of  Foods  as  provided  In  S  121.51(c),  and 
other  forms  will  be  submitted  as 
provided  in  current  agency  regulations. 
In  summary,  all  Information  submitted 
ta  the  Hearing  Clerk  must  comply  with 


the  requirements  specified  in  new  §  2.5, 
except  to  the  extent  that  other  specific 
sections  in  existing  regulations  contain, 
different  requirements  that  are  incon¬ 
sistent  with  the  provisions  of  new  S  2.5. 
Thus,  new  general  requirements  are  es¬ 
tablished  that  will  be  applied  con¬ 
sistently  and  uniformly  throughout  the 
agency,  except  to  the  extent  that  they 
are  explicitly  overridden  by  specific  pro¬ 
visions  in  other  sections. 

DEFINITIONS  (§  2.3) 

Section  2.3  contains  uniform  defini¬ 
tions  for  use  throughou*'.  all  of  Part  2. 
Some  of  the  more  important  definitions 
are  as  follows: 

The  definitions  clearly  distinguish 
between  a  “party”  to  and  a  “participant” 
in  a  formal  evidentiary  public  hear¬ 
ing  or  a  Board  of  Inquiry.  A  “party”  Is 
any  person  who  has  exercised  the  right 
to  request  a  hearing  and  as  a  result  of 
whose  action  a  hearing  has  been 
granted.  A  “participant”  means  any 
person  who  wishes  to  participate  In  any 
proceeding.  Including  the  parties  and 
other  interested  persons.  The  bureau  of 
the  Food  and  Drug  Administration  re¬ 
sponsible  for  the  matter  involved  is 
always  a  party  in  any  hearing. 

The  terms  “interested  person”  and 
"any  person  who  will  be  adversely  af¬ 
fected”  are  defined  very  broadly  to  mean 
any  person  who  wishes  to  participate  in 
any  proceeding  of  the  Food  and  Drug 
Administration.  There  is  no  requirement 
that  such  person  exhibit  any  particular 
interest,  or  show  any  specific  economic 
or  other  harm  or  other  indicia  of  “stand¬ 
ing.”  Since  Food  and  Drug  Administra¬ 
tion  activities  directly  affect  all  members 
of  the  public,  all  members  of  the  public 
who  wish  to  participate  are  “Interested 
persons”  and  “adversely  affected”  by 
definition.  The  courts  have  ruled  that  aU 
citizens  who  wish  to  challenge  agency 
actions  affecting  food  and  drugs  are 
“adversely  affected”  and  thus  may 
properly  submit  objections  and  otherwise 
participate  in  administrative  proceed¬ 
ings  where  the  statute  requires  such  a 
showing.  See  Reade  v.  Ewing,  205  F.  2d 
630  (2dCir.  1953). 

The  term  “petition”  is  defined  broadly 
to  include  any  form  of  formal  request  for 
agency  action,  including  petitions, 
applications,  or  other  similar  documents. 
It  does  not  include  routine  corre¬ 
spondence  which  does  not  purport  to 
meet  the  requirements  for  a  petition  es¬ 
tablished  in  §  2.6(a)  of  the  regulations. 

The  definitions  distinguish  between  a 
“regulation”  and  an  “order,”  for  pur¬ 
poses  of  application  of  the  requirements 
of  the  Administrative  Procedure  Act. 
Regulations  are  agency  rules  of  general 
or  particular  applicability  and  future  ef¬ 
fect  that  are  issued  in  the  Federal  Reg¬ 
ister  and  codified  in  the  Code  of  Federal 
Regulations.  A  regulation  may  state 
either  a  legal  requirement  or  a  recom¬ 
mendation  of  the  Food  and  Drug  Admin¬ 
istration.  Orders  mean  final  agency  dis¬ 
position  of  an  administrative  proceeding 
other  than  by  the  Issuance  of  a  regula¬ 
tion,  including  the  Issuance  or  revoca¬ 
tion  of  product  licenses. 


A  “meeting”  is  defined  to  include  any 
oral  discussion,  whether  by  telephone  or 
in  person. 

“Administrative  action”  includes  every 
form  and  kind  of  act.  Including  the  re¬ 
fusal  or  failure  to  act,  involved  in  the 
implementation  of  the  laws  administered 
by  the  Commisioner.  The  referral  of  ap¬ 
parent  violations  to  United  States  attor¬ 
neys  for  the  institution  of  criminal  and 
civil  proceedings,  including  any  enforce¬ 
ment  activity  in  preparation  for  or  inci¬ 
dental  to  such  referral,  is  specifically 
excluded  from  this  definition,  however, 
since  such  enforcement  action  is  solely 
within  the  discretion  of  the  Commis¬ 
sioner  and  is  not  subject  to  petitions  or 
other  action  by  interested  persons  out¬ 
side  the  agency.  Thus,  such  complismee 
activity  as  factory  inspection,  requests 
for  samples,  section  305  citations,  and 
similar  matters  related  to  the  agency’s 
law  enforeement  role  arc  not  Included  in 
tills  definition. 

SUMMARY  OF  PROCEDURES  (§  2.4) 

Many  interested  persons  have  com¬ 
plained  that  it  is  difficult  to  know  and 
understand  all  of  the  administrative  pro¬ 
cedures  utilized  by  the  Food  and  Drug 
Administration.  The  Commissioner  rec¬ 
ognizes  that  poUic  understanding  of 
agency  procedures  is  essential  to  encour¬ 
age  and  facilitate  public  participation  in 
all  agency  activltitt.  Accordingly,  §  2.4  of 
the  regulations  requires  preparation  and 
broad  diasaniuation  of  summaries  of 
agency  procedures,  perhaps  in  pamphlet 
form,  in  terms  that  wfil  be  readily  under¬ 
stood  and  usable  by  the  lay  public. 

SUBMISION  or  DOCUMENTS  TO  HEARING 

clerk;  computation  of  time;  avail¬ 
ability  FOR  PUBLIC  DISCLOSURE  (§  2.5) 

Section  2.5  of  the  regulations  contains 
new  uniform  requirements  for  submission 
of  all  documents  to  the  Hearing  Clerk, 
except  where  other  provisions  in  agency 
regulations  specify  different  require¬ 
ments. 

All  submissions  most  be  filed  in  quin- 
tupUcate,  except  for  comments  filed  by 
individuals,  and  must  include  all  data 
and  information  referred  to  or  in  any 
way  relied  upon  unless  the  material  has 
beoi  previously  submitted  as  part  of  the 
administrative  file  in  the  same  proceed¬ 
ing.  e.g.,  a  petition  for  reconsideration 
may  r^er  to  the  previously  established 
administrative  record  without  reproduc¬ 
ing  any  portion  of  .  All  such  documents 
shall  be  considered  as  submitted  on  the 
date  on  which  they  are  postmarked  or 
delivered  in  person  during  regular  busi¬ 
ness  hours,  linless  an  applicable  regula¬ 
tion  or  Federal  Register  notice  specifies 
otherwise.  Actual  copies  of  all  documents 
to  which  reference  is  made  are  needed 
because  of  the  Commissioner’s  experi¬ 
ence  that  they  are  frequently  hard  to 
locate.  Documents  in  a  foreign  language 
must  be  translated  to  avoid  substantial 
agency  resources  being  devoted  to  such 
translation  and  delay  necessitated  by  ob¬ 
taining  translation. 

Submissions  must  be  signed  by  the 
person  making  the  submission  or  by  an 
attorney  or  other  authorized  representa- 
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live.  An  attorney  or  other  authorized 
representative  may,  of  course,  submit 
comments  or  other  documents  in  his 
own  name,  without  revealing  that  he  is 
acting  on  behalf  of  a  client.  If  a  submis¬ 
sion  reveals  that  an  attorney  or  repre¬ 
sentative  is  not  acting  on  his  own  behalf, 
there  must  be  documentation  verifying 
his  authority  to  act  in  a  representative 
capacity. 

Hie  Commissioner  advises  that  the 
Food  and  Drug  Administration  will  re¬ 
quire  rigid  adherence  to  these  new  re¬ 
quirements.  Failure  to  comply  with  the 
requirements  of  §  2.5,  or  any  other  ap¬ 
plicable  requirements  for  format  and 
content  in  these  new  regulations,  e.g., 

§  2.112  relating  to  objections  and  re¬ 
quests  for  hearing,  will  result  in  rejec¬ 
tion  of  the  submi^ion  for  filing  or,  if 
it  has  been  filed,  in  exclusion  from  con¬ 
sideration  of  any  portion  of  the  submis¬ 
sion  which  fails  to  comply.  The  courts 
have  held  that  administrative  agencies 
may  properly  reject  a  filing  when  it  is 
deficient  in  form.  See.  e.g..  Municipal 
Light  Boards  v.  Federal  Power  Comm’n., 
450  F,  2d  1341,1345-1346  (D.C.  Cir.  1971), 
cert,  denied,  405  U.S.  989  (1972). 

It  is  therefore  essential  that  the  proce¬ 
dural  requirements  in  these  new  regula¬ 
tions  be  complied  with  strictly. 

The  Commissioner  recognizes  that  It 
will  be  difficult  for  the  Hearing  Clerk  to 
determine  compliance  by  the  himdreds 
of  thousands  of  submissions  made  year¬ 
ly  to  the  Food  and  Drug  Administration 
with  all  of  the  technical  requirements  of 
these  regulations.  Hie  appropriate  bu¬ 
reau,  the  Chief  Counsel,  and  the  Asso¬ 
ciate  Commissioner  for  Compliance  may 
be  called  upon  by  the  Hearing  Clerk  to 
advise  as  to  whether  a  particular  submis¬ 
sion  should  be  filed.  It  is  anticipated  that 
some  submissions  which  do  not  comply 
will  erroneously  be  filed.  Accordingly, 
the  regulations  provide  that  acceptance 
for  filing  does  not  mean  or  imply  that 
a  document  in  fact  meets  all  applicable 
requirements  of  the  regulations. 

Under  some  Food  and  Drug  Adminis¬ 
tration  regulations,  acceptance  for  fil¬ 
ing  means  that  the  agency  has  deter¬ 
mined  that  a  petition  contains  reason¬ 
able  grounds  for  the  action  requested  and 
that  the  action  requested  is  in  accord¬ 
ance  with  the  law.  In  view  of  the  fact 
that  the  Hearing  Clerk  is  not  in  a  posi¬ 
tion  to  make  these  determinations,  the 
new  regulations  explicitly  provide  that 
acceptance  for  filing  of  any  dociiment 
by  the  Hearing  Clerk  does  not  mean  or 
imply  anything  with  respect  to  the  mer¬ 
its  of  the  request. 

Because  the  office  of  the  Hearing 
Clerk  is  located  in  Rockville,  MD,  it  is 
sometimes  inconvenient  to  deliver  a  sub¬ 
mission  which  is  required  to  be  received 
by  the  Hearing  Clerk  on  a  specific  date. 
Accordingly,  any  docximent  delivered  to 
Rm.  6819  of  the  Food  and  Drug  Admin¬ 
istration  downtown  headquarters  build¬ 
ing  at  200  C  Street.  SW..  Washington, 
DC,  will  be  considered  as  having  been  re¬ 
ceived  by  the  Hearing  Clerk  on  the  date 
on  which  it  is  logged  in  at  that  office. 
The  Commissioner  emphasizes  that  this 
provision  applies  only  to  documents  that 


are  required  to  be  received  by  the  Hear¬ 
ing  Clerk  by  a  specific  date,  and  not  to 
documents  that  are  required  to  be  mailed 
to  the  Hearing  Clerk  by  a  specific  date. 

All  submissions  to  the  Hearing  Clerk 
constitute  a  representation  that,  to  the 
knowledge  and  belief  of  the  person  mak¬ 
ing  the  submission,  the  statements  made 
are  true  and  accurate.  The  False  Re¬ 
ports  to  the  Government  Act,  18  U.S.C. 
1001,  provides  that  a  willfully  false  state¬ 
ment  in  any  submission  of  this  type  is  a 
felony.  All  submissions  will  be  required  to 
be  signed  by  the  person  making  the  sub¬ 
mission,  and  that  Individual  will  there¬ 
fore  be  subject  to  this  provision  of  the 
law. 

Section  2.5(j)  governs  the  availability 
for  public  examination  and  copying  of 
all  submissions  to  the  Hearing  Clerk. 
Thus,  it  is  applicable  to  such  matters 
as  p>etitions  and  comments  on  petitions, 
and  also  to  all  evidence  and  pleadings 
submitted  to  the  Hearing  Clerk  in  the 
course  of  a  formal  evidentiary  public 
hearing  pursuant  to  Subpart  B  of  Part 
2,  a  public  hearing  before  a  Public  Board 
of  Inquiry  pursuant  to  Subpart  C,  a  pub¬ 
lic  hearing  before  the  Commissioner  pur¬ 
suant  to  Subpart  E,  or  any  alternative 
form  of  public  hearing  used  pursuant  to 
S  2.117  in  lieu  of  a  formal  evidentiary 
public  hearing.  It  is  not  applicable  to 
a  public  hearing  before  a  public  advisory 
committee  pursuant  to  Subpart  D  except 
when  it  is  being  used  pursuant  to  §  2.117 
or  to  a  regulatory  hearing  before  the 
Pood  and  Drug  Administration  pursuant 
to  Subpart  P,  however,  because  those 
two  subparts  do  not  provide  for  submis¬ 
sion  of  material  to  the  Hearing  Clerk. 
Accordingly,  separate  provisions  in 
|§  2.316  and  2.514  govern  examination  of 
the  administrative  record  of  a  public 
hearing  before  a  public  advisory  com¬ 
mittee  and  a  regulatory  hearing  be¬ 
fore  the  Pood  and  Drug  Administration. 

Section  2.5(j)  divides  submissions  to 
the  Hearing  Clerk  into  three  categories: 
those  that  may  be  seen  and  copied  by 
the  public,  those  that  may  be  seen  but 
not  copied  by  the  public,  and  those  that 
may  be  neither  seen  nor  copied  by  the 
public. 

The  Commissioner  concludes  that  all 
petitions  and  comments  thereon  sub¬ 
mitted  to  the  Hearing  Clerk  must  be 
available  for  public  review  and  copying. 
These  involve  public  procedures,  and  any 
action  to  be  taken  must  be  justified  by 
the  Commissioner  to  the  public.  For  ex¬ 
ample,  the  Commissioner  must  publicly 
explain  his  action  in  accepting  or  reject¬ 
ing  any  comment  on  a  proposed  regula¬ 
tion.  Accordingly,  materisil  which  any 
person  does  not  wish  to  become  available 
to  the  public  should  not  be  submitted 
to  the  Hearing  Clerk  with  a  petition  or 
comment.  Of  course,  since  NDA’s, 
NADA’s,  and  applications  for  biologies  li¬ 
censes  are  submitted  directly  to  the  bu¬ 
reaus  and  not  to  the  Hearing  Clerk,  their 
availability  for  public  disclosure  is  gov¬ 
erned  by  the  provisions  on  public  in¬ 
formation  in  Part  4  and  the  regulations 
referenced  therein,  and  not  by  the  pro¬ 
visions  of  §  2.5(J). 

The  Commissioner  concludes  that  the 
type  of  issue  which  is  likely  to  be  con¬ 


sidered  at  a  public  hearing  before  the 
Commissioner  pursuant  to  Subpart  E 
of  Part  2  is  very  similar  to  the  type  of 
issue  likely  to  be  considered  in  (>etitlons 
and  comments.  Such  a  hearing  will  in¬ 
volve  policy  Issues,  not  technical  issues 
of  the  kind  that  will  require  submis¬ 
sion  and  detailed  consideration  of  trade 
secret  material.  For  example,  any  valu¬ 
able  safety  and  effectiveness  data  rele¬ 
vant  to  such  a  hearing  can  be  discussed 
in  summary  form  without  submitting  the 
full  reports  in  a  way  that  would  destroy 
their  commercial  value.  Accordingly,  all 
material  submitted  by  any  person  at  a 
public  hearing  before  the  Commissioner 
pursuant  to  Subpart  E  will  also  be  fully 
available  to  the  public. 

The  only  exception  to  this  will  be  when 
a  public  hearing  before  the  Commis¬ 
sioner  is  being  used  pursuant  to  §  2.117 
in  lieu  of  a  formal  evidentiary  public 
hearing.  In  that  situation  the  same  rules 
on  examination  and  copying  of  the  ad¬ 
ministrative  record  will  apply  as  would 
apply  if  it  were  held  pursuant  to  Sub¬ 
part  B,  i.e.,  §2.5(j)  (2)  and  (3)  will  be 
applicable.  The  Commissioner  concludes 
that  the  same  disclosure  rules  must  apply 
to  all  alternative  forms  of  public  hear¬ 
ing  used  under  S  2.117. 

Objections  and  requests  for  hearing 
filed  pursuant  to  Subpart  B,  and  material 
submitted  at  either  a  formal  evidentiary 
public  hearing  or  a  public  hearing  before 
a  Public  Board  of  Inquiry,  will  also  be 
fully  available  to  the  public  except  to  the 
extent  prohibited  by  the  provisions  in 
§2.5(j)  (2)  and  (3),  discussed  below, 
which  limit  public  access  to  particular 
types  of  material.  Hie  Comml^lon  is  of 
the  opinion  that  public  proceedings  of 
any  type  should  be  held  on  the  basis  of 
publicly  available  data  and  information 
wherever  possible.  Unless  this  is  true, 
participants  in  the  proceeding  may  not 
be  in  a  position  to  review  and  evaluate 
all  relevant  information,  and  thus  to  par¬ 
ticipate  in  such  proceedings  in  a  mean¬ 
ingful  way.  Accordingly,  the  Commis¬ 
sioner  has  concluded  that  all  data  and 
information  submitted  to  the  Hearing 
Clerk  relating  to  such  proceedings  must 
be  available  for  examination  and  copying 
by  the  public,  with  only  very  limited 
exceptions. 

The  exceptions  to  the  general  rule  for 
public  disclosure  of  material  submitted  to 
the  Hearing  Clerk  are  set  out  in  S  2.5(j) 
(2)  and  (3) ,  and  relate  solely  to  data  and 
information  which  constitute  trade 
secrets  or  which  represent  a  clearly  un¬ 
warranted  invasion  of  personal  privacy. 

With  respect  to  data  and  information 
involving  personal  privacy,  the  Commis¬ 
sioner  has  previously  stat^  in  paragraph 
127  of  the  preamble  to  the  public  infor¬ 
mation  relations  promulgated  in  the 
Federal  Register  of  December  24,  1974 
(39  FR  44602)  that  the  right  to  privacy 
is  a  fundamental  principle  of  law  and 
ethics.  Accordingly,  5  §  4.63  and  4.82  pro¬ 
hibit  discretionary  release  of  any  infor¬ 
mation  that  falls  within  the  personal 
privacy  exemption  to  the  Freedom  of  In¬ 
formation  Act.  Hiat  policy  is  fully  re¬ 
flected  in  §2.5(J)(3),  which  similarly 
prohibits  public  disclosure  of  material 
submitted  to  the  Hearing  Clerk  which 
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contains  data  and  Information  of  a  pri¬ 
vacy  nature,  e.g.,  names  of  medical  pa¬ 
tients.  The  Commissioner  anticipates 
that  the  prohibition  against  submission 
of  such  material  to  the  Hearing  Clerk  in 
§  2.5(c)  (4)  will  prevent  its  submission.  If 
it  is  submitted  and  hied,  however,  it  will 
not  be  available  for  public  disclosure. 

With  respect  to  data  and  information 
which  constitute  trade  secrets  and  con¬ 
fidential  commercial  or  financial  infor¬ 
mation,  the  agency’s  public  Information 
regulations  published  on  December  24, 
1974  refiect  detailed  consideration  of  the 
application  of  the  provisions  of  21  U.S.C. 
331  (J)  and  18  U.S.C.  1905,  which  need  not 
be  repeated  here.  Those  regulations 
clearly  distinguish  between  material 
which  provides  a  competitive  advantage 
because  it  is  needed  for  submission  to  the 
Food  and  Drug  Administration  by  each 
person  who  wishes  to  obtain  approval  for . 
marketing  of  a  particular  product  (safety 
and  effectiveness  data)  and  material 
which,  if  known  to  any  competitor, 
could  be  put  to  use  directly  by  that  com¬ 
petitor  in  his  business  activity  (manu¬ 
facturing  and  quality  control  procedures, 
production  and  sales  data,  quantitative 
and  semiquantitative  formulas,  and  de¬ 
sign  and  construction  information) .  The 
former  have  an  indirect  competitive 
effect,  and  the  latter  have  a  direct  com¬ 
petitive  effect.  Accordingly,  slightly  dif¬ 
ferent  rules  were  adopted  in  the  provi¬ 
sions  of  Part  4  and  the  regulations  refer¬ 
enced  therein  with  respect  to  these  two 
different  categories  of  material. 

The  Commissioner  has  concluded  that 
the  same  distinction  should  be  refiected 
in  the  provisions  of  §  2.5(j)  (2)  and  (3) 
with  respect  to  public  disclosure  of  ma¬ 
terial  filed  with  the  Hearing  Clerk.  Data 
and  information  relating  to  safety  and 
effectiveness,  which  of  course  necessarily 
reveal  the  protocols  involved,  will  be 
placed  on  public  display  in  the  office  of 
the  Hearing  Clerk  but  will  not  be  avail¬ 
able  for  copying.  In  contrast,  data  and 
Information  relating  to  such  trade  se¬ 
crets  as  manufacturing  processes  and 
quantitative  formulas  will  not  be  avail¬ 
able  either  for  examination  or  for  copy¬ 
ing  by  the  public.  Of  course,  any  data  and 
information  which  are  available  for  pub¬ 
lic  disclosure  pursuant  to  Part  4  and  the 
regiUatlons  referenced  therein  will  be 
available  for  public  examination  and 
copying  pursuant  to  S  2.5(J)(1)  and  will 
not  be  subject  to  the  limitations  set  out 
in  §  2.5(J)  (2)  or  (3). 

Thus,  the  provisions  in  S  2.5(j)  (2)  re¬ 
lating  to  limited  availability  of  safety 
and  effectiveness  Information  are  appli¬ 
cable  only  to  new  drugs  and  new  animal 
drugs.  Safety  and  effectiveness  data  re¬ 
lating  to  food  additives,  antibiotics,  and 
biologies  are  available  for  public  dis¬ 
closure  pursuant  to  the  public  informa¬ 
tion  regulations  promulgated  on  Decem¬ 
ber  24,  1974. 

In  accordance  with  the  provisions  of 
Part  4  and  the  regulations  referenced 
therein,  a  summary  of  secret  safety  and 
effectiveness  data  is  itself  not  secret,  be¬ 
cause  no  NDA  or  NADA  can  properly  be 
approved  on  the  basis  of  such  a  sum¬ 
mary.  Moreover,  the  public  information 


regulations  promulgated  on  December 
24,  1974,  provide  that  the  Food  and  Drug 
Administration  will  release,  for  every 
NDA  or  NADA,  a  summary  of  the  safety 
and  effectiveness  data  on  the  basis  of 
which  the  approval  was  made.  Accord¬ 
ingly,  any  hearing  which  concerns  the 
safety  or  effectiveness  of  a  new  drug  or 
new  animal  dimg  will  permit  full  public 
participation,  since  any  participant  will 
be  able  to  obtain  a  copy  of  the  summary 
of  all  of  the  relevant  data  and  informa¬ 
tion  and  will  then  be  able  to  check  that 
summary  against  the  full  reports  of  the 
data  and  information  contained  in  the 
office  of  the  Hearing  Clerk. 

At  the  same  time,  providing  the  full 
reports  only  in  the  office  of  the  Hearing 
Clerk,  and  prohibiting  their  copying  or, 
if  they  should  be  copied,  subsequent  sub¬ 
mission  to  the  Food  and  Drug  Adminis¬ 
tration  in  support  of  any  petition  or  ap¬ 
plication,  protects  their  commercial  value 
to  the  maximum  extent  that  is  consistent 
with  a  public  hearing.  The  Commissioner 
notes  that  the  trade  secret  status  of  this 
type  of  data  and  information  consists  tM>t 
in  Etctual  knowledge  of  the  content  of  the 
reports,  but  in  their  availability  for  sub¬ 
mission  to  the  agency  to  support  an  NDA 
or  NADA.  By  precluding  such  submission, 
the  commercial  value  of  this  material  is 
preserved. 

The  Commissioner  is  unaware  of  any 
formal  evidentiary  public  hearing  on  an 
NDA  or  NADA  conducted  by  the  Food 
and  Drug  Administration  since  1938  in 
which  manufacturing  processes  and  sim¬ 
ilar  information  were  relevant.  All  such 
hearings  have  related  to  issues  of  safety 
and  effectiveness.  Under  the  provisions 
of  new  Subpart  B,  only  the  relevant  por¬ 
tions  of  the  NDA  or  NADA  are  submitted 
to  the  Hearing  Clerk,  and  the  Irrelevant 
Ix>rtions  do  not  become  a  part  of  the  ad¬ 
ministrative  record.  Accordingly,  it  is 
highly  probable  that,  in  practice,  all 
participants  in  virtually  all  future  hear¬ 
ings  will  have  access  to  all  of  the  data 
and  Information  needed  for  meaningful 
participation.  It  will  only  be  the  rare  in¬ 
stance  where,  in  order  to  protect  valid 
trade  secrets,  relevant  information  can¬ 
not  be  made  available  to  all  participants. 

In  order  to  reduce  the  possibility  of 
damage  to  commercial  Interests,  §  2.5 
(J)(2)  provides  that  safety  and  effec¬ 
tiveness  data  and  Information  which 
constitute  trade  secrets  shall  be  avail¬ 
able  for  public  examination  only  as  long 
as  is  necessary  for  participation  in  a 
hearing  and  any  subsequent  Judicial 
review. 

The  Commissioner  notes  that  the  pro¬ 
visions  of  5  2.5(J)(2)  represent  a  com¬ 
promise  between  the  need  for  public 
availability  of  information  relevant  to 
a  public  hearing,  and  the  need  for  pro¬ 
tection  of  trade  secrets.  Greater  access 
to  the  data  and  information  Involved  is 
provided  than  is  the  situation  where  no 
public  hearing  is  held,  but  less  access  is 
provided  than  for  data  and  information 
which  do  not  constitute  trade  secrets. 
The  Commissioner  concludes  that  this 
resolution  of  the  matter  is  consistent 
with  applicable  statutes  and  is  in  the 
public  interest. 


The  Commissioner  realizes  that,  in 
some  Instances,  it  would  be  a  hard^ip 
to  require  that  a  participant  in  a  pro¬ 
ceeding,  who  is  located  elsewhere  in  the 
country,  come  to  the  Hearing  Clerk’s 
office  in  Rockville,  MD,  to  review  data 
and  information  ttiat  are  available  for 
examination  in  the  Hearing  Clerk’s  of¬ 
fice  but  not  for  copying.  Where  this  oc¬ 
curs,  the  Commissioner  will  entertain  a 
petition  requesting  that  the  data  and 
information  involved  be  sent  to  the  near¬ 
est  Food  and  Drug  Administration  Dis¬ 
trict  Office,  where  they  may  be  ex¬ 
amined  by  Uie  participant. 

The  Commissioner  emphasizes  that 
the  provisions  in  S  2.5 (J)  will  be  strictly 
followed.  If  a  person  submits  comments 
on  a  regulation  and  marks  some  of  the 
attachments  as  “confidential,”  those 
attachments  will  be  placed  on  public  dis¬ 
play  in  accordance  with  the  provisions 
of  §§  2.5(J)(1)  and  4.27  without  consul¬ 
tation  with  the  person  who  has  sub¬ 
mitted  the  information. 

In  some  proceedings,  the  new  regu¬ 
lations  require  the  Food  and  Drug  Ad¬ 
ministration  to  file  the  prior  adminis¬ 
trative  record,  which  would  include  the 
relevant  portions  of  an  NDA  or  NADA. 
In  performing  this  function,  the  Food 
and  Drug  Administration  may  either  re¬ 
quest  that  the  holder  of  the  NDA  or 
NADA  review  and  make  an  Initial  desig¬ 
nation  of  those  portions  for  which  full 
public  access  is  not  warranted,  pursuant 
to  §2.5(J)  (2)  or  (3),  after  which  the 
agency  will  make  its  final  determination 
on  the  matter;  or  the  agency  may  itself 
make  a  determination  and  tiien  consult 
with  the  holder  of  the  NDA  or  NADA  on 
any  close  questions  pursuant  to  the  pro¬ 
visions  of  §  4.45. 

INITIATION  OP  ADMINISTRATIVE 
PROCEEDINGS  (§2.6) 

Section  2.6  recognizes  that  an  admin¬ 
istrative  proceeding  may  be  initiated  in 
any  of  three  ways:  On  the  initiative  of 
an  interested  person  outside  the  agency, 
on  the  agency’s  initiative,  or  at  the  re¬ 
quest  of  a  court. 

The  Supreme  Court  has  held,  in  the 
four  decisions  it  handed  down  on  June 
18,  1973,  relating  to  the  agency’s  regu¬ 
lation  of  new  drugs,  that  the  Food  and 
Drug  Administration  has  primary  Juris¬ 
diction  to  make  the  initial  admin¬ 
istrative  determination  on  issues  within 
its  statutory  mandate:  “A  decision  that 
FDA  lacks  authority  to  determine  in  its 
own  proceedings  the  coverage  of  the  Act 
it  administers,  subject  of  course  to  Judi¬ 
cial  review,  would  seriously  impair  FDA’s 
ability  to  discharge  the  responsibility 
placed  on  it  by  Congress.”  Ciba  Corp.  v. 
Weinberger.  412  U.S.  640,  643  (1973). 
Accordingly,  §  2.6(b)  provides  that  the 
agency  will  request  a  court  to  dismiss, 
or  to  hold  in  abeyance  its  determination ' 
of,  or  to  refer  to  the  agency  for  admin¬ 
istrative  determination,  any  issue  within 
the  agency’s  Jurisdiction  which  has  not 
previously  been  determined  by  the 
agency  or  which,  if  it  has  previously 
been  so  determined,  the  agency  concludes 
should  be  reconsidered  and  subject  to  a 
new  administrative  determination. 
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The  Administrative  Procedure  Act,  5 
U.S.C.  553 (d> .  provides  that  every  agency 
shall  accord  any  interested  person  the 
right  to  petition  for  the  issuance,  amend¬ 
ment.  or  repeal  of  a  rule.  Even  more 
fimdamental,  the  First  Amendment  to 
the  Constitution  explicitly  recognizes  the 
right  of  the  people  to  petition  the  gov¬ 
ernment  for  a  redress  of  grievances.  Ac¬ 
cordingly.  §  2.7  provides  that  any  person 
may  sublet  to  the  agency  a  citizen  peti¬ 
tion  requesting  the  Commissioner  to 
issue,  amend,  or  revoke  a  regulation  or 
order  to  take  or  refrain  from  taking  any 
other  form  of  administrative  action. 

The  citizen  petition  is  intended  to  cover 
every  form  of  agency  administrative 
activity,  including  a  refusal  to  act.  It 
may  r^te  to  factual,  policy,  or  legal 
issues.  The  regulation  does  not  set  out 
all  of  the  possible  activities  involved  be- 
caiise  it  is  intended  to  be  all-inclusive 
and  any  such  list  would  necessarily  be 
incomplete.  It  does  not  cover,  however, 
referral  of  matters  to  United  States  at¬ 
torneys  for  enforcement  action  in  the 
courts  and  related  regulatory  activity. 

In  the  past,  there  has  been  no  form  or 
other  procedural  requirements  relating 
to  a  citizen  petition.  This  has  resulted  in 
confusion  and  uncertainty  on  the  part  of 
those  who  wish  to  petition  the  agency 
on  a  particular  matter,  as  well  as  on  the 
part  of  those  in  the  agency  who  have  re¬ 
ceived  various  forms  of  requests  and 
have  been  unable  to  determine  how  they 
should  be  handled. 

Of  course,  the  provisions  of  9  2.7  do 
not  apply  to  routine  correspondence. 
Where  members  of  the  public  address 
letters  to  the  Food  and  Drug  Adminis¬ 
tration  making  informal  requests  or  sug¬ 
gestions.  they  will  be  handled  in  the  same 
way  as  other  correspondence  rather  than 
as  petitions  under  §  2.7.  For  example, 
anyone  may  send  a  letter  to  the  agency 
suggesting  particular  action  which,  if  the 
agency  then  pursues  the  matter  on  its 
own  initiative,  obviates  filing  a  petition 
pursuant  to  §  2.7  Denial  of  an  Informal 
request  or  suggestion  encompassed  in 
routine  correspondence  will  not  be  suffi¬ 
cient.  however,  to  constitute  final  agency 
action  and  to  invoke  the  right  to  judicial 
review  of  administrative  action  as  set 
out  in  9  2.11  of  the  new  regulations.  Only 
those  matters  specifically  raised  in  a 
formal  petition  submitted  pursuant  to 
9  2.7  will  require  a  formal  response  by 
the  Commissioner  which  constitutes  fined 
agency  action  subject  to  such  court  re¬ 
view. 

The  provisions  of  §  2.7  will  therefore 
in  no  way  impede  the  normal  flow  of  in¬ 
formal  and  routine  correspondence  by 
the  agency,  on  the  basis  of  which  most 
of  its  daily  work  is  accomplished.  Rather, 
9  2.7  will  be  reserved  for  those  specific 
matters  where,  perhaps  after  informal 
dlscusslcHi  and  correspondence,  a  mem¬ 
ber  of  the  public  concludes  that  a  formal 
proceeding  should  be  initiated  to  resolve 
a  particular  matter.  Thus,  the  agency 
win  easily  be  able  to  distinguish  between 
informal  discussion  and  formal  petitions 


in  a  way  that  has  not  previously  been 
possible. 

The  petition  must  include  the  action 
request^,  a  statement  of  grounds,  and 
the  environmental  impact,  if  any,  of  the 
action  requested.  In  addition  to  includ¬ 
ing  aU  data,  information,  and  views  on 
which  the  petition  relies,  it  must  also  in¬ 
clude  representative  data  and  informa¬ 
tion  known  to  the  petitioner  that  are  un¬ 
favorable  to  the  petition.  The  Commis¬ 
sioner  has  found,  in  reviewing  petitions 
submitted  in  the  past,  that  adverse  or 
unfavorable  information  is  omitted  and 
ignored,  thus  resulting  in  a  very  unbal¬ 
anced  and  misleading  presentation.  It 
is  for  this  reason  that,  in  recent  regula¬ 
tions.  the  Commissioner  has  required 
submission  of  representative  imfavor- 
able  information  in  order  to  provide  a 
more  balanced  and  reasonable  presenta¬ 
tion.  e.g..  9  328.30(0(18)  relating  to 
submission  of  data  and  Information  on  in 
vitro  diagnostic  products  in  connection 
with  the  dev^opment  of  a  standard. 
Without  such  a  requirement,  a  person 
submitting  a  petition  could  present  only 
one  side  of  the  story  and  thus  mislesMl 
both  the  Food  and  Drug  Administration 
and  the  public  as  to  the  true  situation. 
This  provision  will  prevent,  for  example, 
a  manufacturer  from  submitting  only 
data  showing  the  safety  and  utility  of  an 
ingredient  or  product,  or  a  consumer  ad¬ 
vocate  from  submitting  data  showing 
only  the  hazards  from  an  ingredient  or 
product.  In  both  instances,  a  balanced 
presentation,  showing  representative 
data  on  both  sides  of  an  issue,  will  be  re¬ 
quired.  The  failure  to  Include  such  data 
and  information  would  constitute  a  vi¬ 
olation  of  the  False  Reports  to  the  Gov¬ 
ernment  Act.  18  U.S.C.  1001. 

Any  petition  which  appears  to  meet 
the  requirements  set  out  in  this  new 
regulation  shall  be  filed  by  the  Hearing 
CHerk  and  handled  in  accordance  with 
the  provisions  of  this  regulation.  A  dock¬ 
et  number  will  be  assigned  to  each  pe¬ 
tition  (or  to  related  petitions)  which  will 
be  iLsed  to  identify  the  administrative 
file  established  by  ^e  Hearing  Clerk  for 
all  submissions  relating  to  that  petition. 

The  Commissioner  on  occasion  re¬ 
ceives  petitions  on  which  others  wish  to 
comment  before  the  Conunissloner  takes 
action.  The  new  regulation  provides  that 
such  comments  may  be  submitted  to  the 
Hearing  Clerk  and  will  be  included  as 
part  of  the  administrative  file. 

The  Commissioner  will  review  and  rule 
upon  every  petition  as  soon  as  possible, 
taking  into  consideration  the  agency  re¬ 
sources.  the  priority  assigned  to  the  mat¬ 
ter,  and  time  requirements  established 
by  statute.  Perhaps  the  greatest  prob¬ 
lem  facing  the  Fo^  and  Drug  Adminis¬ 
tration  today  is  the  scarcity  of  resources 
to  deal  with  petitions  and  other  similar 
requests.  Quite  frequently,  a  lack  of  re¬ 
sources,  and  the  high  priority  necessarily 
given  to  health-related  matters,  requires 
that  important  but  lower  priority  mat¬ 
ters  be  deferred  for  a  substantial  period 
of  time.  It  is  evident  that  not  all  peti¬ 
tions  can  be  handled  in  a  short  period  of 
time,  simply  because  of  the  lack  of  re¬ 
sources  available.  Thus  the  Commission¬ 


er  anticipates  that,  in  a  significant  num¬ 
ber  of  instances,  petitions  with  a  rela¬ 
tively  low  priority  will  not  be  acted  upon 
promptly. 

An  apparent  delay  in  responding  to  a 
petition  may  also  result  from  the  fact 
that  the  agency  is  in  the  process  of  tak¬ 
ing  action  of  the  type  sought  in  the  peti¬ 
tion.  but  has  not  reached  the  point  of 
implementation.  To  grant  the  relief 
sought  in  the  petition  in  such  instances 
would  be  premature;  to  deny  the  peti¬ 
tion  would  constitute  final  administra¬ 
tive  action  possibly  triggering  the  im- 
necessary  initiation  of  judicial  review  bv 
the  petitioner.  A  delay  in  ruling  on  the 
petition  is  prudent  in  such  instances. 

A  determination  with  respect  to  the 
priority  to  be  assigned  to  any  particular 
petition  or  other  matter  must  of  neces¬ 
sity  be  within  the  discretion  of  the 
Commissioner,  who  is  charged  with  the 
responsibility  for  implementing  all  pro- 
vl.slons  of  the  laws  subject  to  his  juris¬ 
diction. 

A  petitioner  may  supplement  or  amend 
his  petition  at  any  time,  and  may  with¬ 
draw  it  without  agency  approval  at  any 
time  before  the  Comml.ssloner  rules  on 
it. 

The  decision  of  the  Commissioner  on  a 
petition  shall  be  in  writing  and  shall  be 
sent  to  the  petitioner  as  well  as  placed 
in  the  public  administrative  file  in  the 
office  of  the  Hearing  Clerk.  The  Com¬ 
missioner  has  inherent  discretionary 
power  to  set  any  reasonable  effective  date 
relating  to  any  decision  resulting  from  a 
citizen  petition. 

In  reviewing  the  matter  and  making 
his  decision,  the  Commissioner  may,  in 
his  discretion,  utilize  any  of  a  wide  va¬ 
riety  of  optional  procedures  specified  in 
the  regulation. 

The  record  of  the  administrative  pro¬ 
ceeding  is  specified  in  9  2.7(1)  of  the 
regulations.  Under  9  2.7(j).  that  ad¬ 
ministrative  record  shall  constitute  the 
exclusive  basis  for  the  Commissioner's 
decision.  Accordingly,  any  subsequent 
judicial  review  shall  be  based  solely  upon 
that  administrative  record  and  the  Com¬ 
missioner’s  decision.  If  the  Comnjlssloner 
or  any  interested  person  wishes  to  rely 
upon  other  data  or  information  not  in¬ 
cluded  in  the  administrative  record,  the 
new  information  must  be  submitted  with 
a  new  petition  seeking  to  modify  the  de¬ 
cision. 

'The  Hearing  Clerk  is  required  to  main¬ 
tain  a  chronological  list  of  all  petitions 
filed  pursuant  to  this  section,  including 
all  requests  for  advisory  opinions  pursu¬ 
ant  to  9  2.19.  showing  the  docket  number, 
the  date  of  filing,  the  name  of  the  peti¬ 
tioner.  and  the  subject  matter  Involved. 
This  list  will  exclude  petitions  submitted 
elsewhere  in  the  agency  pursuant  to 
5  2.6(a)  (1)  of  the  new  regulations.  Those 
other  petitions  will  be  listed  in  the  list 
of  regulations  prepared  pursuant  to 
9  2.10(i)  of  the  new  regulations  or  in 
other  lists,  e.g.,  the  list  of  approved 
NDA’s  available  pursuant  to  §4. 117 (al¬ 
ii)  of  the  newly-promulgated  public  in¬ 
formation  regulations  published  in  the 
Federal  Register  of  December  24,  1974 
(39  FR  44602) . 
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ADMINISTRATIVE  RECONSIDERATION  OF 
ACTION  <f  2.8) 

Section  2.8(a)  recognizes  the  inherent 
right  of  any  administrative  official  to 
reopen  and  reconsider  any  matter,  at 
any  time,  on  his  own  initiative  or  on  the 
petition  of  any  interested  person,  for  any 
reason  whatever.  This  principle  has  long 
been  recognized  by  the  courts.  See,  e.g.. 
United  States  v.  Pierce  Auto  Freight 
Lines,  Inc.,  327  U.S.  515,  534-535  (1946) ; 
Interstate  Commerce  Comm’n.  v.  Jersey 
City,  322  U.S.  503,  517-518  (1944) ;  Amer¬ 
ican  Chain  &  Cable  Co.  v.  F.T.C.,  142  F. 
2d  909,  911  (4th  cnr.  1944);  and  Cia 
Mexicana  De  Gas  v.  Federal  Power 
Comm’n.,  167  F.  2d  804,  806-807  (5th  Cir. 
1948). 

Section  2.8(b)  contains  a  specific  form 
for  use  by  any  interested  person  who 
wishes  to  request  reconsideration  by  the 
Commissioner  of  any  part  or  all  of  a  de¬ 
cision  rendered  on  the  basis  of  a  iietition 
submitted  pursuant  to  S  2.6(a),  i.e., 
either  in  the  fomi  specif!^  in  §  2.7  (b) 
or  in  a  form  specified  in  any  other  appli¬ 
cable  section  m  Food  and  E>rug  Admin¬ 
istration  regulations.  A  petition  for  re¬ 
consideration  must  be  limited  to  the 
administrative  record  on  which  the 
Commissioner  made  his  decision,  and 
must  be  filed  within  30  days  after  the 
date  of  the  decision  involved  and  before 
legal  action  is  brought  in  the  courts  to 
review  such  action.  A  petition  for  recon¬ 
sideration  submitted  later  than  30  days 
after  the  date  of  decision  shall  be  denied 
as  untimely.  The  Commissioner  con¬ 
cludes  that  a  strict  time  limit  of  30  days 
must  be  established  for  such  a  petition, 
as  well  as  for  a  petition  for  an  adminis¬ 
trative  stay  of  action  pursuant  to  §  2.9. 
in  order  to  make  certain  that  such  mat¬ 
ters  are  settled  promptly.  Although  filing 
such  petitions  does  not  operate  to  delay 
any  administrative  action,  the  uncer¬ 
tainty  that  would  be  generated  by  per¬ 
mitting  such  petitions  at  any  point  in 
time  would  undermine  effective  imple¬ 
mentation  of  the  act. 

A  petition  for  reconsideration  is 
limited  to  those  situations  involving  re¬ 
consideration  of  a  matter  arising  out  of 
a  petition  submitted  pursuant  to  S  2.6(a) 
of  the  regulations.  The  Commissioner 
concludes  that,  although  he  may,  and 
in  many  instances  will,  reconsider  other 
matters  on  his  own  initiative  or  at  the 
request  of  an  Interested  person,  a  formal 
petition  for  recimslderation  should  be 
limited  to  those  situations  in  which  a 
well-defined  administrative  record  de¬ 
lineates  the  data  and  Information  on 
which  a  decision  is  reached,  and  where 
the  decision  is  in  writing.  In  the  future, 
this  will  cover  all  matters  where  inter¬ 
ested  persons  have  formally  requested 
action  of  the  Commissioner,  since  all 
such  formal  requests  must  be  the  subject 
of  a  petition  filed  pursuant  to  S  2.6(a). 
Formal  reconsideration  of  any  other  ac¬ 
tion  must  be  initiated  in  the  form  of  a 
petition  pursuant  to  §  2.7,  so  that  an  ap¬ 
propriate  administrative  record  can  be 
delineated  and  considered.  This  proce¬ 
dure  will  be  utilized,  for  example,  where 
the  Commissioner  takes  action  on  his 


own  initiative  rather  than  pursuant  to  a 
petition,  and  thus  the  formal  administra¬ 
tive  record  of  the  tsrpe  specified  in  9  2.7 
is  not  yet  designated  and  ready  for  re¬ 
consideration. 

The  Commissioner  has  broad  discre¬ 
tion  in  determining  whether  he  should 
reconsider  a  matter  as  a  result  of  a  peti¬ 
tion  for  reconsideration.  If  he  concludes 
that  a  matter  should  be  reconsidered,  he 
must  promptly  review  the  merits  of  the 
matter  and  reaffirm,  modify,  or  overrule 
his  prior  decision.  His  decision  on  recon¬ 
sideration,  like  his  initial  decision,  shall 
be  made  in  writing,  sent  to  the  petitioner, 
and  filed  with  the  Hearing  Clerk.  In  the 
event  that  reconsideration  is  undertaken, 
all  pertinent  records  will  become  part  of 
the  administrative  record  of  the  proceed¬ 
ing. 

ADMINISTRATIVE  STAY  OF  ACTION  (9  2.9) 

Section  2.9(a)  recognizes  the  inherent 
authority  of  an  administrative  official  to 
set  and  to  stay  or  postpone  the  effective 
date  of  any  administrative  action  on  his 
own  initiative,  or  on  the  petition  of  any 
interested  person,  for  good  cause.  See, 
e  g.,  5  U.S.C.  705  and  N.L.R.B.  v.  Pool 
Mfg.  Co.,  339  U.S.  557,  580-582  (1950); 
Moog  Industries,  Inc.  v.  Federal  Trade 
Comm’n..  355  U.S.  411  (1948);  Niagara 
Mohawk  Power  Corp.  v.  Federal  Power 
Comm’n.,  379  P.2d  153,  158-159  (D.C.  Cir. 
1967) ;  1  Davis,  Administrative  Law 
Treatise  9  6.07  (1958  ed.). 

In  contrast  to  the  provisions  govern¬ 
ing  reconsideration  of  action,  which  are 
limited  to  matters  arising  from  petitions 
submitted  pursuant  to  9  2.6(a),  9  2.9(b) 
provides  that  an  administrative  stay  of 
action  may  be  requested  with  respect  to 
any  decision  of  the  Commissioner.  Such 
request  for  stay  must  be  in  the  form 
specified  in  the  regulations,  and  shall  be 
submitted  within  30  days  after  the  date 
of  the  decision  involved.  For  any  deci¬ 
sion  published  in  the  Federal  Register, 
the  ^te  of  decision  shall  be  the  date  of 
such  publication.  A  request  for  postpone¬ 
ment  or  extension  of  the  effective  date  of 
any  regulation  shall  be  made  by  submit¬ 
ting  a  petition  for  a  stay  pursuant  to 
this  regulation.  The  record  of  the  ad¬ 
ministrative  proceeding  with  respect  to 
any  requested  stay  shall  become  part  of 
the  total  administrative  proceeding  re¬ 
lating  to  that  matter. 

For  the  same  reasons  that  court  en¬ 
forcement  action  has  been  excluded 
from  the  definition  of  administrative  ac¬ 
tion  and  thus  cannot  be  the  proper  sub¬ 
ject  of  a  petition,  it  is  also  not  a  proper 
subject  of  a  petition  for  an  administra¬ 
tive  stay  of  action. 

The  regulations  point  out  that  the 
mere  filing  of  a  petition  for  a  stay  of  ac¬ 
tion  pursuant  to  this  section  does  not, 
in  itself,  operate  to  stay  or  otherwise  de¬ 
lay  any  administrative  action  by  the 
Commissioner,  Including  enforcement 
action  of  any  kind,  unless  the  Commis¬ 
sioner,  in  his  discretion,  determines  that 
a  stay  or  delay  is  in  the  public  interest 
or  a  statutory  provision  requires  a 
stay,  or  a  court  orders  a  stay.  Similarly, 
other  procedural  actions  taken  by  an  in¬ 
terested  person  in  accordance  with  the 


new  regulations,  e.g.,  the  filing  of  a  peti¬ 
tion  or  a  request  for  advisory  opinion  or 
any  other  related  action,  does  not  stay  or 
delay  any  administrative  action  to  which 
it  may  relate.  The  Commissioner  is 
charged  with  enforcement  of  important 
regulatory  statutes  vitally  affecting 
the  public  health,  and  a  deteimination 
as  to  when  enforcement  or  other  admin¬ 
istrative  action  is  appropriate  must  be 
subject  to  his  discretionary  determina¬ 
tion,  subject  of  course  to  judicial  review. 

The  Commissioner  may  grant  a  stay 
or  an  extension  of  time  for  as  short  or 
as  long  a  period  of  time  as  is  justified  un¬ 
der  the  circumstances.  Such  a  stay  may 
be  for  a  specific  time  period,  which  can 
later  be  extended,  or  for  an  indefinite 
time  period. 

The  Commissioner  advises  that  adop¬ 
tion  of  a  regulation  itself  constitutes  a 
finding  by  the  Commissioner  that  the 
regulation  is  in  the  public  interest,  and 
requires  a  substantial  showing  to  justify 
a  stay. 

PROMULGATION  OF  REGULATIONS  FOR  THE 

EFFICIENT  ENFORCEMENT  OF  THE  LAW 

(§  2.10) 

The  Commissioner’s  general  authority 
under  section  701(a)  of  the  Fedeml  Food, 
Drug,  and  Cosmetic  Act  to  promulgate 
regulations  for  the  efficient  enforcement 
of  the  act  permits  the  esta'olishment  of 
any  regulations  which  are  “reasonably 
related  to  the  purposes  of  the  enabling 
legislation.’’  See  Mourning  v.  Family 
Publications  Services,  Inc.,  411  U.S.  356, 
369  (1973),  and  ’Thorpe  v.  Housing  Au¬ 
thority  of  the  City  of  Durham,  393  U.S. 
268,  280-281  (1969).  All  such  regulations 
are  subject  to  the  procedural  require¬ 
ments  and  exemptions  for  Informal  rule 
making  set  out  in  the  Administrative 
Procedure  Act,  5  U.S.C.  553. 

In  addition  to  the  general  rule  mak¬ 
ing  authority  imder  section  701(a)  of 
the  act,  section  701(e)  and  certain  other 
sections  of  the  act  specify  particular 
provisions  of  the  law  with  respect  to 
which  Congress  concluded  that  more  de¬ 
tailed  and  formal  procedural  require¬ 
ments  should  be  established.  Those  par¬ 
ticular  provisions,  which  are  specified 
in  9  2.12(c)  (1)  through  (15)  of  the  new 
regulations,  require  rule  making  “on  a 
record’’  and  thus  are  subject  to  a  formal 
evidentiary  public  hearing  pursuant  to 
the  requirements  of  5  U.S.C.  556  and  557, 
as  spelled  out  in  the  provisions  contained 
in  Subpart  B  of  Part  2  of  the  new  regu¬ 
lations.  The  provisions  of  §  2.10  there¬ 
fore  apply  only  to  regulations  not 
subject  to  the  provisions  of  9  2.12  ex¬ 
cept  Insofar  as  9  2.12  and  Subpart  B 
incorporate  by  reference  some  of  the 
general  requirements  of  9  2.10. 

Section  2.10(b)  spells  out  the  proce¬ 
dure  for  the  promulgation  of  regulations 
to  implement  the  laws  administered  by 
the  Commissioner. 

Each  notice  of  proposed  rule  making 
must  contain  in  the  first  or  second  para¬ 
graph  a  general  statement  describing  the 
substance  of  the  document  in  broad  and 
simple  terms,  similar  to  the  first  para¬ 
graph  of  this  notice  promulgating  these 
new  regulations.  The  Cinnmissioner  has 
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rectived  numerous  requests  that  the 
agency  include  such  a  paragraph  in  all 
notices  so  that  it  can  be  reproduced  and 
used  by  interested  publicatimis  to  de¬ 
scribe,  in  terms  readily  understood  by  the 
public,  the  scope  and  intended  impact  of 
the  proposal. 

Each  proposed  regulation  will  also  con¬ 
tain  a  proposed  effective  date.  Most  pro¬ 
posals  published  in  the  past  have  not 
specified  the  proposed  effective  date,  and 
thus  interest^  persons  who  have  sub¬ 
mitted  comments  have  not  had  an  op- 
piortunity  to  express  their  views  on  this 
aspect  of  the  matter. 

Ordinarily.  60  days  will  be  provided  for 
comment  on  a  proposal,  although  the 
Commissioner  may  reduce  or  extend  this 
time  period  for  good  cause.  Approxi¬ 
mately  3  years  ago,  the  normal  r>eriod  for 
comment  was  extended  from  30  days  to 
60  days  in  order  to  provide  sufficient  time 
for  comment  oa  most  proposals,  and  to 
avoid  the  constant  requests  for  additional 
time  for  comment  that  were  then  preva¬ 
lent.  Unfortunately,  the  Commissioner 
has  foimd  that  many  people  do  not  take 
the  stated  time  for  comment  seriously, 
and  instead  wait  imtil  the  last  minute 
before  beginning  work  on  their  submis¬ 
sion.  with  the  belief  that  any  request  for 
extension  will  usually  be  granted.  In  the 
future,  therefore,  the  Commissioner  in¬ 
tends  to  deny  requests  for  time  extension 
without  an  extremely  persuasive  showing 
of  good  cause.  Extensions  of  time  to  com¬ 
ment  will  not  routinely  or  ordinarily  be 
granted. 

Two  types  of  time  extension  may  be 
utilized,  where  justified.  First,  a  short  pe¬ 
riod  of  time,  of  less  than  30  da3rs,  may  be 
granted  to  one  or  more  persons  by  letter 
or  memorandum  filed  with  the  Hearing 
Clerk  without  the  necessity  of  a  published 
notice  in  the  Federal  Register.  Second, 
any  extension  of  time  for  comment  of 
30  days  or  longer  shall  be  the  subject  of 
a  notice  published  in  the  Federal  Regis¬ 
ter  and  shall  be  ar^licable  to  all  inter¬ 
ested  persons. 

Ordinarily,  in  accordance  with  §  2.5, 
all  comments  must  be  submitted  to  the 
Hearing  Clerk  in  quintuplicate.  The  Com¬ 
missioner  recognizes,  however,  that  this 
would  be  a  burden  upon  individual  mem¬ 
bers  of  the  public  who  usually  submit 
comments  by  letter,  without  enclosing 
any  copies.  Accordingly,  individuals  need 
submit  only  one  copy  of  their  comments. 

Any  interested  person  may  of  course 
petition  for  the  establishment  of  a  regu¬ 
lation  in  accordance  with  5  2.6(a) .  In  the 
past,  there  have  been  no  explicit  criteria 
for  determining  when  the  Commissioner 
will  issue  a  proposal  to  be  publi.shed  in 
the  Federal  Register  on  the  petition  of 
an  interested  person.  The  new  regulation 
spells  out  the  criteria  for  making  this 
discretionary  determination. 

The  Commissioner  may,  in  his  discre¬ 
tion.  issue  for  publication  two  or  more 
alteniatlve  proposals  on  the  same  subject 
to  obtain  comment  on  the  different  alter¬ 
natives.  Where  the  Commissioner  does 
not  have  sufficient  informatkm  to  make 
a  determination  whether  a  proposal 
should  be  published,  he  may  Instead  issue 
a  notice  stating  that  the  petition  has 


been  filed  and  requesting  additional  com¬ 
ment  and  Information  to  determine 
whether  a  proposal  is  justified. 

After  the  time  for  comment  on  a  pro¬ 
posed  regulation  has  expired,  the  Com¬ 
missioner  shall  review  the  comments  and 
terminate  the  proceeding,  issue  a  new 
proposal,  or  promulgate  a  final  regula¬ 
tion.  Once  again,  the  time  within  which 
this  can  be  accomplished  will  be  deter¬ 
mined  according  to  the  priority  of  the 
matter  in  relation  to  otlier  matters  pend¬ 
ing  before  the  agency  and  the  resources 
available  to  the  agency  for  this  t3rpe  of 
work  at  that  moment.  No  specific  time 
period  can  be  established  with  respect 
to  this  process  because  of  the  uncertain¬ 
ties  involved. 

The  new  regulations  point  out  that  the 
Commissioner’s  decision  must  be  based 
on  the  entire  administrative  record,  and 
that  the  quality  and  persuasiveness  of 
the  comments,  rather  than  the  number 
or  length  of  comments,  shall  determine 
the  Commissioner’s  conclusions  on  them. 
In  the  past,  many  persons  have  errone¬ 
ously  believed  that  the  number  of  com¬ 
ments  is  in  some  way  relevant  to  the 
Commissioner’s  decision.  As  a  result,  on 
several  occasions  the  CTommissioner  has 
been  flooded  with  thousands  of  form  let¬ 
ters.  each  making  the  identical  point,  and 
often  in  identical  words.  The  Commis¬ 
sioner  advises  that  such  repetitive  com¬ 
ments  are  given  no  more  weight  ttian  a 
single  comment,  and  indeed  that  a  single 
well-reasoned  comment,  relying  upon 
soimd  data  and  information,  will  be  given 
far  greater  weight  than  a  large  number 
of  form  letters  which  simply  support  or 
oppose  a  proposal  in  conclusory  terms. 

The  Commissioner  notes  that  agency 
experience  shows  that  most  comments 
filed  in  response  to  a  proposal  oppose  the 
proposal  in  whole  or  in  F>art.  Indeed,  in 
many  instances  all  comments  will  oppose 
the  proposal.  This  is  true  because  per¬ 
sons  opposing  a  proposal  are  far  more 
likely  to  respond  to  the  invitation  for 
comment  Uian  are  persons  who  support 
it.  It  is  therefore  apparent  that  the  num¬ 
ber  of  comments  supporting  or  opposing 
a  proposal  must  be  regarded  as  imma¬ 
terial  to  the  Commissioner’s  ultimate 
decision. 

Under  the  Administrative  Procedure 
Act,  5  U.S.C.  706,  the  final  regulation  will 
be  upheld  by  a  court  unless  it  is  found, 
in  light  of  the  administrative  record 
before  the  Commissioner  at  the  time  he 
made  his  decision,  to  be  arbitrary,  ca¬ 
pricious,  an  abuse  of  discretion,  or  other¬ 
wise  not  in  accordance  with  law. 
Accordingly,  the  Commissioner’s  deter¬ 
mination  with  respect  to  the  final  regu¬ 
lation  must  rest  upon  all  of  the  informa¬ 
tion  in  the  administrative  record, 
including  both  the  data  and  information 
submitted  with  the  comments  and  the 
data  and  information  identified  by  the 
Commissioner  sis  relevant  to  the  matter. 
It  is  this  administrative  record,  and  only 
this  record,  on  which  the  Commissioner 
makes  his  decision. 

The  Administrative  Procedure  Act,  5 
U.S.C.  553(c).  requires  that  the  agency 
incorporate  in  each  regulation  it  promul¬ 
gates  “a  concise  general  statement”  of 


the  basis  and  purt>ose  of  the  regulation. 
The  courts  have  held  that,  although  the 
agency  is  not  required  to  develop  spe¬ 
cific  and  detailed  findings  and  conclu¬ 
sions  of  the  kind  customarily  associated 
with  formal  proceedings,  it  does  require  a 
sufficiently  reasoned  articulation  of  the 
administrative  decision  to  permit  mean¬ 
ingful  judicial  review.  See,  e.g..  Federal 
Trade  Comm’n.  v.  Sperry  &  Hutchinson 
Co..  405  U.S.  233,  245-250  (1972);  Se¬ 
curities  &  Exchange  Comm’n.  v.  Chenery 
Corp.,  318  U.S.  80.  87-95  (1943);  Na¬ 
tional  Nutritional  I^ods  Ass’n.  v,  Wein¬ 
berger,  P.2d  (2d  Cir.  1975) ;  Consumers 
Union  v.  Consumer  Product  Safety 
Comm’n..  491  F.2d  810,  812  (2d  Cir. 
1974) ;  Kennecott  Copper  Corp.  v.  Envi¬ 
ronmental  Protection  Agency.  462  P.2d 
846,  850  (D.C.  Cir.  1972) ;  Environmental 
Defense  Fund  v;  Ruckelshaus,  439  F.2d 
584,  597-598  Ol.C.  Cir.  1971);  and  Auto¬ 
motive  Parts  &  Accessories  Ass’n.  v.  Boyd, 
407  P.2d  330,  338  (D.C.  Cir.  1968).  'The 
new  regulations  therefore  require  that 
the  preamble  to  the  final  regulation  sum¬ 
marize  each  type  of  comment  received, 
state  the  Commissioner’s  conclusions 
with  respect  to  it,  and  contain  a  thorough 
and  comprehensible  articifiation  for  the 
Commissioner’s  decision  on  each  issue 
so  raised. 

The  Administrative  Procedure  Act,  5 
U.S.C.  553(b),  provides  that  regulations 
that  are  interpretive,  or  that  relate  to 
agency  practices  and  procedures,  may  be 
published  as  final  regulations  without 
time  for  comment.  Nevertheless,  su  a 
matter  of  policy,  the  Commissioner  has 
concluded  that  ordinarily  such  regula¬ 
tions  will  be  published  with  time  for 
comment  before  they  are  adopted,  with 
the  exceptions  discussed  below.  Thus, 
they  will  be  handled  in  the  same  way  as 
any  other  regulations.  'This  is  in  accord¬ 
ance  with  recent  recommendations  of 
the  Administrative  Conference  of  the 
United  States,  and  codifies  the  practice 
of  the  Commissioner  for  the  past  three 
years. 

On  occasion,  the  Commissioner  issues 
for  publication  in  the  Federal  Register 
informational  notices  of  Interest  to  the 
regulated  industry  or  the  public,  state¬ 
ments  of  legal  interpretation,  and  mat¬ 
ters  involving  agency  organization  and 
delegations  of  authority.  In  accordance 
with  the  Administrative  Procedure  Act, 
these  will  be  published  without  time  for 
comment,  since  they  are  Intended  solely 
for  informational  purposes  and  are  not 
the  type  of  material  on  which  public 
comment  is  relevant. 

In  accordance  with  the  provisions  of 
the  Administrative  Procedure  Act,  5 
U.S.C.  553(b),  the  Commissioner  may 
dispense  with  the  requirements  of  notice 
and  public  procedure  when  he  deter¬ 
mines  for  good  cause  that  they  are  im¬ 
practicable,  unnecessary,  or  contrary  to 
the  public  interest.  It  is  pursuant  to  this 
provision  that  the  Commissioner  has 
concluded  that  the  notice  promulgating 
these  regulations  should  be  issued  as  a 
final  order  rather  than  as  a  proposaL 
However,  the  new  regulations  provide 
that,  whenever  this  procedure  is  used, 
the  notice  promulgating  the  regulation 


FEDERAL  REGISTER,  VOL  40,  NO.  102— TUESDAY,  MAY  27,  1975 


RULES  AND  REGULATIONS 


22957 


must  provide  an  opportunity  for  sub¬ 
mission  of  comments  to  determine 
whether  the  regulation  should  subse¬ 
quently  be  modified  or  repealed.  This  is. 
of  course,  the  procediu'e  being  followed 
In  the  promulgation  of  these  new  regu¬ 
lations,  and  codifies  current  practice. 

This  procedure  assures  both  that  reg¬ 
ulations  can  be  promulgated  in  final 
form  where  that  is  essential,  and  that 
even  under  those  circumstances  the 
policy  of  the  Administrative  Procedure 
Act  and  these  new  regulations  of  pro¬ 
viding  time  for  public  comment  will 
nonetheless  be  Implemented.  Moreover, 
in  the  event  that  a  court  should  deter¬ 
mine  that  the  regulation  must  first  be 
published  for  comment,  this  defect  will 
already  have  been  cured  by  explicitly 
inviting  comments  and.  by  expediting 
consideration  of  those  comments,  the 
agency  will  be  in  a  position  to  assure 
prompt  promulgation  of  a  fintd  regula¬ 
tion. 

The  requirement  that  a  regulation  first 
be  published  as  a  proposal  for  conunent 
Is  also  Inapplicable  to  food  additive  and 
color  additive  petitions  and  to  new  ani¬ 
mal  drug  regulations.  Food  additive  and 
color  additive  petitions  are  subject  to  a 
notice  of  filing  rather  than  to  a  proposal, 
as  provided  in  sections  409(b)  (5)  and 
706(d)(1)  of  the  sict.  and  new  animal 
drug  regulations  are  promulgated  by  no¬ 
tice  pursuant  to  section  512(1)  of  the  act. 

The  regulations  provide  for  a  number 
of  alternative  optional  procedures  that 
the  Commissioner  may,  in  his  discretion, 
use  in  reviewing  any  proposed  or  final 
regulations.  All  of  these  procedures  have 
been  used  by  the  agency  on  occasion  in 
the  past,  and  this  provision  simply  recog¬ 
nizes  current  praotice. 

The  regulations  specify  the  data  and 
Information  which  are  included  in  the 
record  of  the  administrative  proceed¬ 
ing,  and  on  which  the  Commissioner 
must  base  his  decision  and  any  review¬ 
ing  court  must  base  its  review.  Any  in¬ 
terested  person  who  subsequently  re¬ 
quests  that  new  information  be  consid¬ 
ered  by  the  Commissioner  shall  submit 
it  with  a  new  petition  to  modify  the  final 
i-egulation. 

The  Hearing  Clerk  is  required  to 
maintain  a  chronological  list  of  all  regu¬ 
lations  proposed  and  promulgated  pur¬ 
suant  to  the  provisions  of  this  section 
and  of  S  2.12.  which  deals  with  regula¬ 
tions  promulgated  after  an  opportunity 
for  a  formal  evidentiary  hearing.  The 
list  must  show  the  docket  number,  the 
imme  of  the  petitioner,  if  any,  and  the 
subject  matter  involved.  This  list  will 
exclude  those  regulations  resulting  from 
petitions  filed  and  assigned  a  docket 
number  pursuant  to  §  2.7,  which  will  ap¬ 
pear  separately  on  the  list  of  petitions 
required  to  be  maintained  pui'suant  to 
S  2.7(1)  of  the  regulations. 

Thus,  §  2.10  of  the  new  regulation  sets 
out  a  comprehensive  procedure  for  is¬ 
suance  of  the  vast  majority  of  the  regu¬ 
lations  promulgated  by  the  Food  and 
Drug  Administration.  For  the  most  part, 
it  simply  codifies  and  unifies  current 
practice.  In  the  future,  all  employees  of 
the  agency  and  all  interested  persons 


outside  the  agency  will  have  available 
a  consistent  and  fair  procedure,  in  writ¬ 
ing,  for  handling  these  matters. 

COURT  REVIEW  OE  FINAL  AOMINISTRATIVS 

action;  EXHAUSTION  OF  ADMINISTRATIVE 

REMEDIES  (S  2.11) 

Once  the  Commissioner  has  promul¬ 
gated  a  final  regulation  pursuant  to 
§  2.10,  it  is  subject  to  Judicial  review  in 
accordance  with  the  Administrative  Pro¬ 
cedure  Act,  5  U.S.C.  701  et  seq.,  and,  in 
many  instances,  the  Declaratory  Judg¬ 
ment  Act,  28  U.S.C.  2201.  All  other  forms 
of  final  administrative  action  taken  by 
the  Commissioner  are  also  subject  to 
court  review  in  this  way,  except  for  those- 
that  are  solely  within  the  Commissioner’s 
discretion.  Section  2.11  establishes  the 
practices  and  procedures  governing  such 
Judicial  review  of  most  actions.  Actions 
subject  to  the  provisions  of  §  2.12  and 
Subpart  B  of  Part  2  are,  however,  gov¬ 
erned  by  the  provisions  in  Subpart  B  and 
not  by  S  2.11,  since  unique  statutory  re¬ 
quirements  apply  to  them. 

As  already  noted.  §  2.7  establishes  a 
procedure  by  which  any  interested  per¬ 
son  may  formally  request  action  from 
the  Commissioner.  Accordingly,  §  2.11(b) 
provides  that  this  administrative  proce¬ 
dure  must  be  exhausted  before  any  per¬ 
son  may  properly  seek  relief  in  court 
with  respect  to  a  particular  matter.  If  any 
person  ^cs  suit  in  court  before  exhaust¬ 
ing  his  administrative  remedies,  the 
Commissioner  will  object  to  such  court 
action  and  request  its  dismissal  or  refer¬ 
ral  to  the  agency  on  the  groimds  of  a 
failure  to  exhaust  administrative  reme¬ 
dies,  the  lack  of  final  agency  action,  and 
the  lack  of  an  actual  controversy. 

An  existing  Food  and  Drug  Admin¬ 
istration  regulation  is  subject  to  Judicial 
review  under  the  Administrative  Proce¬ 
dure  Act,  5  U.S.C.  701  et  seq.,  at  any  time 
by  any  interested  person.  If  the  regula¬ 
tion  was  promulgated  some  years  ago, 
however,  any  person  who  concludes  to 
challenge  its  legality  may  wish  first  to 
petition  the  Commissioner  pursuant  to 
9  2.7  to  amend  or  revoke  the  regulation. 
The  Commissioner’s  decision  on  that 
petition,  as  well  as  the  regulation  itself, 
would  then  be  subject  to  judicial  review 
in  accordance  with  §  2.11. 

A  request  that  the  Commissioner  stay 
any  form  of  administrative  action  must 
first  be  directed  to  the  Commissioner  in 
accordance  with  the  provisions  of  9  2.9 
before  any  request  is  made  that  a  court 
stay  such  action.  Pursuant  to  9  2.9  (b) 
and  (f) ,  such  administrative  relief  must 
be  requested  within  30  days  after  the 
action  involved  is  taken.  If  no  such  re¬ 
quest  is  made  within  30  days,  any  right 
to  request  such  relief  shall  be  deemed  to 
have  been  waived,  and  the  Commissioner 
will  object  to  any  subsequent  request  for 
a  Judicial  stay  on  the  ground  of  a  failure 
to  exhaust  administrative  remedies. 

The  Commissioner  recognizes  the  right 
of  any  interested  person  to  seek  Judi¬ 
cial  review  of  any  final  agency  admin¬ 
istrative  action,  in  accordance  with  Ab¬ 
bott  Laboratories  v.  Gardner,  387  U.S. 
136  (1967).  Once  a  final  agency  decision 
has  been  made,  it  is  the  policy  of  the 


Food  and  Drug  Administration  not  to 
Interpose  technical  objections,  such  as  a 
lack  of  standing,  to  the  right  of  any  in¬ 
terested  person  to  seek  court  review.  Of 
course  a  decision  of  the  Commissioner  to 
institute  or  not  to  institute  civil  or 
criminal  enforcement  action  in  the  courte 
on  a  particular  matter  is  not  subject  to 
judicial  review  because  it  is  committed 
by  the  law  solely  to  his  discretion. 

’The  matters  handled  by  the  Food  and 
Drug  Administration,  governing  the 
safety,  effectiveness,  functionality,  and 
labeling  of  consumer  products  that  repre¬ 
sent  over  25  percent  of  the  consumer  dol¬ 
lar  spent  daily  in  this  coimtry,  vitally 
and  directly  affect  the  interests  of  every 
citizen.  Accordingly,  applying  the  stand¬ 
ards  established  in  Sierra  Club  v.  Mor¬ 
ton,  405  U.S.  727  (1972),  the  Commis¬ 
sioner  concludes  that  every  citizen  has 
standing  in  the  courts  to  contest  any 
action  of  the  agency,  and  that  no  objec¬ 
tion  relating  to  such  standing  will  be  in¬ 
terposed  by  the  agency  in  such  cases.  The 
Commissioner  has  followed  this  policy  for 
the  past  3  years. 

The  Commissioner  has  concluded  that 
current  Judicial  decisions  require  any 
court  review  of  final  administrative  ac¬ 
tion  taken  by  the  Food  and  Drug  Admin¬ 
istration  to  be  based  solely  on  the  ad¬ 
ministrative  record  of  the  proceeding 
Identified  in  these  regulations,  on  the 
basis  of  which  the  Commissioner  made 
his  decision.  No  additional  data,  infor¬ 
mation,  or  views  may  properly  be  pre¬ 
sented  to  a  reviewing  court  without  first 
presenting  them  to  the  Commissioner  by 
a  petition  pursuant  to  9  2.6(a),  with  a 
request  that  the  action  be  modified  or 
revoked  on  the  basis  of  such  new  infor¬ 
mation.  In  short,  both  the  Commissioner 
and  any  other  person  who  is  interested 
in  any  matter  pending  before  the  Food 
and  Drug  Administration  are  obligated 
to  submit  and  identify  all  relevant  data 
and  information  at  the  administrative 
stage  of  the  proceeding.  It  is  improper 
for  either  to  wait  until  the  matter  is 
pending  before  the  courts  and  then  to 
identify  new  information,  or  to  present 
new  arguments,  to  support  a  position 
See  e.g..  Camp  v.  Pitts,  411  U.S.  138 
(1973),  Citizens  to  Pr^rve  Overton 
Park,  Inc.  v.  Volpe,  401  U.S.  402,  419- 
420  (1971,  and  Bradley  v.  Weinberger, 
483  P.2d  410,  414-415  (1st  Clr.  1973). 

Accordingly,  all  cases  involving  review 
of  Pood  and  Drug  Administration  action 
in  the  future  should  properly  be  decided 
solely  on  motions  to  dismiss  or  for  sum¬ 
mary  Judgment.  A  trial  de  novo  or  the 
submission  of  additional  written  or  oral 
testimony  or  other  evidence  would  not  be 
proper.  Pursuant  to  recent  court  deci¬ 
sions,  it  is  apparent  that  Judicial  review 
of  administrative  action  piusuant  to  the 
Administrative  Procedure  Act  must  pro¬ 
ceed  on  the  basis  solely  of  the  adminis¬ 
trative  record  involved  in  the  decision  in 
the  same  way  that  administrative  review 
of  action  taken  after  a  formal  evidenti¬ 
ary  public  hearing  proceeds  on  the  basis 
of  the  established  administrative  record. 
New  information  cannot  be  introduced  at 
the  Judicial  level,  only  at  the  administra¬ 
tive  leveL 
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The  Commissioner  recognizes  that,  on 
occasion,  the  administrative  record  re¬ 
lating  to  a  particular  matter  may  be 
found,  upon  judicial  review,  to  be  \mclear 
or  incomplete.  Under  these  circum¬ 
stances,  the  Commissioner  will  request 
that  the  court  remand  the  matter  for 
further  administrative  proceedings,  prior 
to  a  final  judicial  ruling  on  the  matter. 
See,  e.g..  Securities  k  Exchange  Comm’n. 
V.  Chenery  Corp.,  318  U.S.  80,  93-94 
(1943).  The  Commissioner  believes  that 
this  procedure  is  preferable  to  a  court 
decision  based  on  an  inadequate  record, 
after  which  the  Food  and  Drug  Adminis¬ 
tration  could  in  any  event  reopen  the 
matter  at  the  administrative  level  and 
correct  the  deficiencies  in  the  adminis¬ 
trative  record,  thereby  requiring  further 
judicial  review  on  the  basis  of  the  new 
record. 

Similarly,  on  occasion  the  adminis¬ 
trative  record  relating  to  a  particular 
matter  may  be  found,  upon  judicial  re¬ 
view,  to  be  clear  and  complete,  but  the 
court  may  require  further  elucidation  of 
the  rationale  for  the  administrative  ac¬ 
tion.  Under  these  circumstances,  the 
Commissioner  may  either  request  that 
such  further  explanation  be  provided  in 
writing  directly  to  the  court  without  fiur- 
ther  administrative  proceedings,  or  that 
the  matter  be  remanded  to  the  agency 
for  further  administrative  proceedings 
in  order  to  provide  the  requested  expla¬ 
nation.  This  choice  will  depend  upon  the 
facts  of  the  specific  situation.  In  neither 
event,  however,  would  it  be  necessary  or 
proper  for  a  court  to  conduct  its  own 
evidentiary  hearing  on  the  matter.  “A 
failure  of  the  agency  adequately  to  ex¬ 
plain  its  actions  is  not  a  warrant  to  the 
district  court  to  conduct  de  novo  edi- 
dentiary  hearing,”  but  rather  justifies  a 
remand  to  the  agency  for  a  more  com¬ 
plete  articulation  of  its  reasoning  or  a 
court  hearing  limited  to  that  purpose. 
See,  e.g..  National  Nutritional  Foods 
Ass’n.  V.  Weinberger,  —  F.  2d  —  (2d  Cir. 
1975). 

Depending  upon  the  nature  of  the  spe¬ 
cific  matter  involved,  it  may  well  be  ap¬ 
propriate  for  a  regulation  or  other  ad¬ 
ministrative  action  to  remain  in  effect 
pending  remand  to  the  agency  or  further 
court  proceedings  under  these  circum¬ 
stances.  Where  this  is  in  the  public  in¬ 
terest,  the  Commissioner  will  request 
that  the  comii  not  stay  the  matter  pend¬ 
ing  such  remand.  See,  e.g..  Twin  City 
Milk  Producers  Ass’n.  v.  McNutt,  122  F. 
2d  564. 568  (8th  Chr.  1941) . 

The  Commissioner  concludes  that  the 
requirement  that  his  decision,  and  subse¬ 
quent  court  review,  be  based  solely  on 
the  administrative  record  will  in  no  way 
diminish  justifiable  reliance  upon  the  ex¬ 
perience  and  expertise  of  the  agency  with 
respect  to  the  matters  involved.  The  Fed¬ 
eral  Trade  Commission  has  for  many 
years  exercised  its  expertise  in  similar 
matters  through  written  opinions,  and 
reviewing  courts  have  properly  deferred 
to  such  expertise  where  it  has  been  exer¬ 
cised  in  a  reasonable  manner  and  articu¬ 
lated  through  the  written  opinion.  The 
requirement  that  a  decision  be  based 
upon  the  record  does  not  mean  that  such 


expertise  and  judgment  must  in  some 
way  be  encapsulated  in  documentary  evi¬ 
dence  or  “proved”  as  a  “fact,"  but  simply 
that  it  be  referred  to  and  explained  in 
the  comprehensive  written  statement  of 
the  basis  for  the  CTommissioner’s  decision 
on  a  particular  matter,  so  that  it  is  a 
matter  of  record.  For  example,  the  courts 
have  uniformly  deferred  to  the  expertise 
of  the  Federal  Trade  Commission  in  de¬ 
termining  that  advertising  is  misleading 
to  the  public  without  the  need  for  specific 
evidence  that  particular  persons  have 
been  so  misled,  and  the  Commissioner 
anticipates  that  the  expertise,  experience, 
and  judgment  of  the  Food  and  Drug 
Administration  in  such  matters  would  be 
similarly  recognized.  See,  e.g..  United 
States  V.  An  Article  of  Drug  .  .  .  Bacto- 
Unidisk,  394  UB.  784,  791-792  (1969) 
and  Federal  Trade  Comm’n.  v.  Colgate- 
Palmolive  Co.,  380  UJ5.  374,  384-392 
(1965). 

Thus,  S  2.11  establishes  a  consistent 
administrative  policy  with  respect  to 
judicial  review.  First,  it  strongly  encour¬ 
ages  any  person  who  believes  that  the 
agency  is  acting  improperly  to  partici¬ 
pate  in  the  proceeding  at  the  administra¬ 
tive  level,  and  to  advance  all  information 
and  argiunents  at  that  point  rather 
than  wait  until  the  matter  has  proceeded 
to  the  courts.  Second,  it  requires  the 
Food  and  Drug  Administration  to  iden¬ 
tify  the  data  and  information  on  which 
it  bases  a  decision,  Euid  to  articulate  the 
reasons  for  that  decision.  Third,  it  en¬ 
courages  any  person  who  believes  that 
the  agency  has  acted  improperly  to  seek 
judicial  review,  and  guarantees  that  the 
Food  and  Drug  Administration  will  not 
interpose  technical  procedural  issues  but 
rather  will  meet  the  substantive  issue  on 
its  merits.  Fourth,  it  guarantees  to  the 
courts  that  there  will  be  a  specific  and 
designated  administrative  record  and  a 
thorough  explanation  of  the  decision  on 
the  basis  of  which  an  informed  judicial 
review  cam  be  conducted,  and  guaran¬ 
tees  to  the  Commissioner  that  the  court 
in  conducting  its  review  will  consider 
only  the  data  and  information  reviewed 
by  the  Commissioner  rather  than  new 
Information  which  the  Commissioner  has 
had  no  opportunity  to  review.  In  the 
opinion  of  the  Commissioner,  this  pro¬ 
cedure  establishes  an  extremely  fair  and 
reasonable  method  of  proceeding  for  all 
interested  persons. 

The  Commissioner  is  aware  of  the  pos¬ 
sibility  of  a  multiplicity  of  suits  in  vari¬ 
ous  jurisdictions  challenging  a  particular 
matter.  The  Supreme  Court  pointed  out 
in  Abbott  Laboratories  v.  Gardner,  387 
U  S.  136, 154-155  (1967) .  that: 

*  *  *  the  courts  are  well  equipped  to  deal 
with  such  eventualities.  The  venue  transfer 
provision,  28  UJS.C.  S  1404(a).  may  he  in¬ 
voked  by  the  Government  to  consolidate  sep¬ 
arate  actions.  Or,  actions  in  all  but  one  juris¬ 
diction  might  be  stayed  pending  the  conclu¬ 
sion  of  one  proceeding.  *  *  *  A  court  may 
even  in  its  discretion  dismiss  a  declaratory 
judgment  or  injunctive  suit  if  the  same 
issue  Is  pending  in  litigation  elsewhere.  •  *  • 
In  at  least  one  suit  for  a  declaratory  judg¬ 
ment,  relief  was  denied  with  the  suggestion 
that  the  plaintiff  intervene  in  a  pending  ac¬ 
tion  elsewhere  •  •  • 


Further,  the  declaratory  judgment  and  in¬ 
junctive  remedies  are  equitable  in  nature, 
and  other  equitable  defenses  may  be  inter¬ 
posed.  If  a  multiplicity  of  suits  are  under¬ 
taken  in  cHtier  to  harass  the  Government  or 
to  delay  enforcement,  relief  can  be  denied 
on  this  ground  alone.  *  •  *  The  defense  of 
laches  could  be  asserted  if  the  Government 
is  prejudiced  by  a  delay.  •  •  •  And  courts  may 
even  refuse  declaratory  relief  for  the  non¬ 
joinder  of  interested  parties  who  are  not, 
technically  speaking.  Indispensable. 

Accordingly,  if  suit  is  brought  in  more 
than  one  jurisdiction  on  the  same  mat¬ 
ter,  the  Commissioner  will  recommend 
one  or  more  of  the  procedural  mechan¬ 
isms  suggested  by  the  Supreme  Court  to 
deal  with  the  matter. 

PROMULGATION  OF  REGULATIONS  AND  ORDERS 

AFTER  AN  OPPORTUNITY  FOR  A  FORMAL  EVI¬ 
DENTIARY  PUBLIC  HEARING  (§  2.12) 

hi  contrast  to  the  regulations  issued 
under  section  701(a)  of  the  act  and  5 
U.S.C.  553,  some  regulations  and  orders 
are  designated  in  the  act  as  requiring  an 
opportunity  for  development  “on  the 
record,”  i.e.,  for  a  formal  evidentiary 
trial-type  public  hearing  conducted  in 
accordance  with  the  Administrative  Pro¬ 
cedure  Act,  5  U.S.C.  556  and  557.  In  en¬ 
acting  the  present  act,  Congn’ess  desig¬ 
nated  a  limited  number  of  provisions  sub¬ 
ject  to  this  formal  requirement.  Section 
2.12(c)  (1)  through  (18)  specifies  those 
provisions  of  the  law,  some  of  which  are 
listed  in  section  701(e)  of  the  act  and 
others  of  which  are  designated  elsewhere 
in  the  act  or  other  laws,  and  provides  that 
they  are  subject  to  the  special  provisions 
established  in  Subpart  B  of  Part  2.  Those 
proceedings  designated  in  §  2.12(c)  (1) 
through  (15)  relate  to  rule  making. 
Those  designated  in  §  2.12(c)  (16) 

through  (18)  relate  to  adjudication.  The 
different  procedures  applicable  to  each 
category  are  set  out  in  Subpart  B. 

The  Commissioner  has  carefully  con¬ 
sidered  whether  the  wording  of  section 
701(e)  of  the  act  and  the  related  provi¬ 
sions  in  the  other  sections  of  the  act 
listed  in  S  2.12(c)  require  development 
of  a  formal  record  pursuant  to  the  Ad¬ 
ministrative  Procedure  Act,  5  U.S.C.  550 
and  557.  This  matter  has  never  direct¬ 
ly  been  adjudicated  in  the  courts.  In  a 
recent  decision,  however,  the  Supreme 
Court  used  section  701(e)  of  the  act  as 
an  example  of  a  statutory  provision 
which  requires  a  hearing  “on  the  record” 
and  thus  a  formal  evidentiary  public 
hearing.  See  United  States  v.  Florida 
East  Coast  Railway  Co..  410  U.S.  224, 
237-238  (1973).  Although  this  was  dic¬ 
tum,  and  not  a  holding,  the  Commis¬ 
sioner  concludes  that  it  represents  the 
Supreme  Court’s  current  thinking  on  the 
matter  and  thus  should  be  followed  with¬ 
out  further  litigation.  Accordingly,  the 
regulations  require  an  opportunity  for  a 
formal  evidentiary  public  hearing  for  aU 
regulations  and  orders  listed  in  section 
701(e)  and  related  provisions  of  the  act 
and  the  Fair  Packaging  and  Labeling 
Act. 

A  similar  question  arises  with  respect 
to  the  biological  licensing  provisions  con¬ 
tained  in  section  351(a)  of  the  Fhiblic 
Health  Service  Act,  42  U.S.C.  362(a). 
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This  legal  issue  has  never  become  a  mat¬ 
ter  of  contention,  and  has  never  been 
addressed  by  the  courts.  The  provisions 
of  5  U.S.C.  558  relating  to  licensing  do 
not  change  the  requirement  in  5  U£.C. 
554(a)  that  a  formal  evidentiary  public 
hearing  pursuant  to  5  U.S.C.  556  and  557 
is  required  only  where  the  applicable 
statute  specifically  provides  for  an  op¬ 
portunity  for  a  hearmg  ‘‘on  the  record.” 
See,  e.g.,  Lincoln  Transit  Co.  v.  United 
States,  256  F.  Supp.  990,  993-994  (SD. 
N.Y.  1966).  Section  351(a)  of  the  PubUc 
Health  Service  Act  does  not  require  a 
hearing  ‘‘on  the  record.”  Nevertheless, 
the  Commissioner  concludes  that  an  op- 
portvmity  for  a  formal  evidentiary  public 
hearing  should  be  available  with  respect 
to  the  licensing  of  biologies  to  the  same 
extent  that  it  is  available  for  non-bio- 
logical  drugs,  l.e.,  new  drugs  and  anti¬ 
biotics.  Section  310.4  presently  exempts 
biological  drugs  licensed  pursuant  to 
section  351(a)  from  the  new  drug  re¬ 
quirements  of  section  505  of  the  act.  In 
promulgating  the  review  procedures  for 
determining  the  safety,  effectiveness, 
and  proper  labeling  of  biological  drugs 
in  S  601.25  of  the  regulations,  however, 
the  Ccnnmlssioner  announced  in  the 
Federal  Register  of  August  18.  1972  (37 
FR  16679)  that  this  exemption  would  be 
superseded  and  revoked  as  the  results  of 
the  biologies  review  become  available. 
Accordingly,  upon  completion  of  the  bio¬ 
logies  review,  §  310.4  will  be  totally  re¬ 
voked,  and  all  biologies  will  be  subject 
to  the  new  drug  provisions  of  the  act  as 
well  as  to  the  licensing  requirements  of 
section  351(a)  of  the  Public  Health  Serv¬ 
ice  Act.  This  means  that  the  same  pro¬ 
cedural  requirements  will  be  applicable 
to  biologies  as  are  applicable  to  other 
new  drugs,  including  an  opportunity  for 
a  formal  evidentiary  public  hearing.  If 
these  procedures  are  to  be  changed,  as 
the  Commissioner  and  the  Administra¬ 
tive  Conference  of  tlie  United  States  be¬ 
lieve  they  should,  this  is  properly  done 
by  Congress.  Accordingly,  the  new  regu¬ 
lations  provide  that  denl^  or  revocation 
of  a  license  pursuant  to  section  351(a) 
of  the  Public  Health  Service  Act  shall  be 
subject  to  an  opportunity  for  a  formal 
evidentiary  public  hearing. 

In  contrast  to  the  licensing  provisions 
of  section  351(a)  of  the  Public  Health 
Service  Act,  the  standards  authorized  by 
section  351(d)  are  properly  issued  in  reg¬ 
ulations  promulgated  pursuant  to  the 
general  rule  making  provisions  of  the 
Administrative  Procedure  Act,  5  U.S.C. 
553,  because  they  are  not  required  to  be 
based  ‘‘on  the  record.”  and  thus  are  sub¬ 
ject  to  the  general  rule  making  provi¬ 
sions  in  §  2.10  rather  than  to  the  formal 
evidentiary  hearing  provisions  in  S  2.12 
and  Subpart  B.  The  same  is  true  of  per¬ 
formance  standards  for  electronic  prod¬ 
ucts  promulgated  pursuant  to  section  358 
of  the  Public  Health  Service  Act,  42. 
U.S.C.  263f.  for  which  a  hearing  ‘‘on 
the  record”  also  is  not  required  by  the 
statute.  See  United  States  v.  AUegheny- 
Ludlum  Steel  Corp.,  406  U.S.  742,  756- 
757  (1972). 


SEPARATION  OF  FUNCTIONS;  EX  PARTE 
COMMUNICATIONS  (§2.13) 

In  the  Federal  Register  of  March  24. 
1972  (37  FR  6107),  the  Commissioner 
Issued  a  proposed  regulation  to  revise 
former  §  2.104,  dealing  with  separation 
of  functions  and  ex  parte  communica¬ 
tions  before  and  during  formal  eviden¬ 
tiary  public  hearings.  Former  §  2.104  is 
revok^  and  replaced  by  these  new  regu¬ 
lations.  The  preamble  to  that  proposal 
stated  that,  although  present  law  does 
not  require  separation  of  functions  in 
formal  rule  making  proceedings  and  does 
not  prohibit  ex  parte  communications 
during  formal  hearings  of  any  kind,  as 
long  as  they  are  made  a  matter  of  rec¬ 
ord,  the  Commissioner  had  concluded 
that  strict  separation  of  functions  and 
an  outright  prohibition  of  ex  parte  com¬ 
munications  should  be  adopt^  in  both 
formal  rule  making  and  adjudication 
proceedings  to  avoid  even  the  appearance 
of  unfairness. 

Two  comments  were  received  on  this 
proposal,  one  from  a  law  student  and  the 
other  from  a  trade  association.  The  law 
student  generally  favored  the  proposal, 
although  he  enclosed  an  excerpt  from 
Davis,  Administrative  Law  Text,  sec. 
13.05  (1972),  which  strongly  opposes 
formal  hearings  or  separation  of  func¬ 
tions  with  regard  to  any  Food  and  Drug 
Administration  rule  making.  The  trade 
association  also  generally  approved  the 
thrust  of  the  proposal,  although  it  sug¬ 
gested  a  number  of  clarifying  changes 
and  requested  republication  for  further 
comment.  The  Commissioner  concluded 
to  defer  final  action  on  this  proposal  un¬ 
til  a  complete  revision  of  all  of  the  agen¬ 
cy’s  procedural  regulations  could  be  un¬ 
dertaken. 

Under  the  proposal,  separation  of 
functions  would  have  occurred  as  of  the 
moment  of  publication  of  a  regulation  or 
order  on  which  there  is  an  opportunity 
for  a  formal  evidentiary  public  hearing. 
In  the  Intervening  3  years,  the  Com¬ 
missioner  has  as  a  matter  of  policy  im¬ 
posed  separation  of  functions  in  the  fol¬ 
lowing  way. 

With  respect  to  all  rule  making  except 
the  revocation  of  antibiotic  monographs, 
separation  of  functions  has  been  Imposed 
as  of  the  date  of  publication  of  a  notice 
of  hearing,  rather  than  as  of  the  date  of 
publication  of  the  final  regulation  which 
preceded  the  notice  of  hearing.  This  has 
allowed  customary  negotiations  and  at¬ 
tempts  at  settlement  after  the  regulation 
is  published  and  requests  for  hearing  are 
made,  and  before  it  is  finally  concluded 
that  a  hearing  must  be  held.  Once  it  is 
determined  that  a  hearing  is  necessary, 
and  a  notice  of  hearing  has  been  pub¬ 
lished.  strict  separation  of  functions  has 
been  imposed. 

Withv  respect  to  all  adjudication  and 
revocation  of  antibiotic  monographs,  the 
Commissioner  has  imposed  separation  of 
fimetions  as  of  the  date  of  publication 
of  the  notice  of  opportunity  for  hearing 
or,  in  the  case  of  an  antibiotic  mono¬ 
graph,  the  date  of  the  request  for  hear¬ 
ing.  This  iqiproach  to  separation  of  fime¬ 
tions  was  promulgated  in  the  Federal 


Register  of  March  13. 1974  (39  FR  9750), 
for  new  drugs  and  antibiotics.  It  is 
adopted  by  cross-reference  for  biologies 
in  these  new  regulations  and  will  be 
adopted  for  new  animal  drugs  in  pro¬ 
posed  amendments  to  §  514.200  to  be 
published  in  the  Federal  Register  in  the 
near  future. 

The  Commissioner  concludes  that  the 
practice  developed  during  the  past  3 
years  should  be  adopted  in  new  §  2.13.  It 
has  worked  effectively  and  efficiently.  It 
has  assured  all  parties  to  a  rule  m^dilng 
proceeding  that,  once  it  is  determined 
that  a  formal  evidentiary  public  hear¬ 
ing  must  be  held,  all  reasonable  steps 
will  be  taken  to  make  certain  that  no 
party  to  the  proceedings  improperly  or 
unduly  influences  either  the  presiding 
oflScer  or  the  Commissioner.  It  has  sim¬ 
ilarly  assured  all  parties  to  an  adjudica¬ 
tion  (and  to  the  related  proceeding  for 
revocation  of  an  antibiotic  monograph) 
that,  once  a  formal  evidentiary  public 
hearing  is  requested,  both  the  decision 
about  whether  a  matter  is  properly  sub¬ 
ject  to  summary  judgment  or  requires  a 
hearing,  and  the  decision  resulting  from 
any  hearing,  will  be  independently  con¬ 
sidered  and  resolved  by  the  ofDce  of  the 
Commissioner  without  ex  parte  com¬ 
munications  from  the  bureaiL 

Accordingly,  5  2.13  provides  that,  in 
any  matter  which  is  subject  by  statute  to 
an  opportunity  for  a  formal  evidentiary 
public  hearing,  the  rules  on  separation 
of  functions  and  ex  parte  cc»nmunica- 
tlons  become  operable  for  rule  making 
(except  antibiotic  monographs)  as  of  the 
date  of  publication  in  the  Federal 
Register  of  the  notice  of  hearing,  and 
for  adjudication  and  antibiotic  mono¬ 
graphs  at  the  time  of  the  notice  of  op¬ 
portunity  for  hearing  and  request  for 
hearing.  After  that  time,  for  either  a  rule 
making  or  an  adjudication  proceeding, 
the  bureau  of  the  Food  and  Drug  Ad¬ 
ministration  which  is  a  party  to  the 
proceeding  and  the  other  parties  to  the 
proceeding  are  precluded  from  ex  parte 
communications  or  any  other  form  of 
participation  with  the  presiding  oflBcer 
or  the  Commissioner,  except  in  the  way 
that  all  parties  openly  participate  in  the 
proceeding.  Under  the  regulations  gov¬ 
erning  adjudicatory  proceedings  such  as 
withdrawal  of  approval  of  an  NDA,  the 
bureau  involved  in  the  matter  submits  to 
the  office  of  the  Commissioner  a  pro¬ 
posed  final  order  granting  or  denying  a 
hearing,  without  making  this  document 
available  to  the  NDA  holder  or  others, 
but  there  may  be  no  ex  parte  communi¬ 
cations  betw'een  the  bureau  and  the  office 
of  the  Commissioner  about  that  matter. 
In  the  event  that  ex  parte  communica¬ 
tions  do  take  place,  they  must  be  the  sub¬ 
ject  of  a  written  memorandum,  and  any 
person  involved  in  such  communications 
shall  be  made  available  for  appropriate 
cross-examination  and  rebuttal  testi¬ 
mony. 

REFERRAL  BY  COURT  (§  2.14) 

As  a  result  of  the  Ftood  and  Drug  Ad¬ 
ministration’s  primary  jurisdiction  over 
the  matters  within  its  statutory  man¬ 
date,  any  Federal,  State,  or  local  court 
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may  hold  in  abeyance,  or  refer  to  the 
Commissioner,  any  matter  for  an  initial 
administrative  determination.  In  such 
circiunstances,  the  Commissioner  shall 
promptly  agree  or  decline  to  accept  any 
such  referral.  The  Commissioner  will 
make  every  reasonable  effort  to  accept 
such  referrals  and  to  institute  proceed¬ 
ings  to  determine  the  matters  so  referred, 
but  must  reserve  the  right  to  decUne  a  re¬ 
ferral  in  light  of  other  agency  priorities 
and  the  resources  available  to  the  agency. 
In  handling  such  a  matter,  the  Com¬ 
missioner  may.  in  his  discretion,  utilize 
any  of  the  various  procedures  established 
in  the  new  regulations. 

The  Commissioner  encourages  the  ju¬ 
diciary  to  utilize  the  provisions  of  this 
new  section.  Referral  of  complex  and 
technical  issues  falling  within  the  ju¬ 
risdiction  of  the  Pood  and  Drug  Adminis¬ 
tration  to  the  agency  for  an  initial  ad¬ 
ministrative  determination  will  promote 
consistent  and  fair  interpretation  and 
application  of  the  law.  See  Weinberger  v. 
Hynson,  Westcott  and  Dunning,  Inc.,  412 
U.S.  609,  624,  627  (1973),  Ciba  Corp.  v. 
Weinberger,  412  U.S.  640,  643-644  (1973) , 
Weinberger  v.  Bentex  Pharmaceuticals, 
Inc.,  412  U.S.  645,  652-654  (1973) ;  Na¬ 
tional  Elthical  Pharmaceutical  Ass’n.  v. 
Weinberger,  365  P.  Supp.  735  (DB.C.‘ 
1973),  aff’d.  per  curiam,  503  P.  2d  1051 
(4th  Cir.  1974) ;  Purdue  Prederick  Co.  v. 
Acme  United  Corp.,  Ruling  on  Reference 
to  Pood  and  Drug  Administration,  Civ. 
No.  N-74-115  (D.  Conn.,  January  30, 
1975). 

MEETINGS  AND  CORRESPONDENCE  (§  2.15) 

In  addition  to  formal  proceedings,  such 
as  public  hearings,  the  Commi.ssioner 
recognizes  that  informal  procedures  are 
properly  utilized  to  handle  administra¬ 
tive  determinations.  Indeed,  without 
them,  the  entire  administrative  process 
would  bog  down  in  stifling  formality. 

Such  informal  procedures  include 
meetings  and  correspondence.  Section 
2.15  of  the  new  regulations  sets  out  the 
rules  governing  use  of  these  procedures. 

Section  2.15(b)  relates  to  the  use  of 
an  open  public  meeting  to  discuss  any 
matter  pending  before  the  agency.  Pub¬ 
lic  notice  of  amy  such  meeting  shall  be 
given  through  the  agency’s  public  calen¬ 
dar,  and  may,  depending  upon  the  time 
involved,  also  be  published  in  the  Ped- 
ERAL  Register.  Any  interested  person 
may  attend  and  participate  although  no 
transcript  and  recording  is  required,  one 
may  be  taken  and  in  any  event  a  written 
summary  shall  be  prepared  and  retained 
in  any  relevant  administrative  file. 

The  Commissioner  notes  that  this  pro¬ 
cedure  has  usefully  been  employed  in  the 
recent  past  on  a  number  of  occasions. 
See,  e.g.,  the  notices  on  microwave  ovens 
published  in  the  Federal  Register  of  De¬ 
cember  5,  1973  (38  PR  33510) ,  on  digoxin 
published  in  the  Federal  Register  of 
March  8,  1974  (39  PR  9219),  and  on  high 
intensity  mercury  vapor  discharge  lamps 
published  in  the  Federal  Register  of 
January  29.  1975  (40  PR  4328).  Such 
meetings  are  to  be  conducted  informally, 
very  much  like  a  town  meeting,  and  are 
not  to  be  structured.  Unlike  a  pubUc 


hearing  before  the  Commissioner,  as  es¬ 
tablished  in  Subpart  E  of  Part  2  of  the 
new  regulations,  there  is  no  fixed  order 
in  which  persons  may  participate  nor 
any  advance  notice  requii^  of  those  who 
intend  to  attend  and  participate.  The 
Commissioner  anticipates  increased  use 
of  these  public  meetings  to  explore  pend¬ 
ing  matters  in  the  future. 

Under  §  2.15(c),  any  meeting  between 
an  employee  of  the  Food  and  Drug  Ad¬ 
ministration  and  any  person  outside  the 
Department  of  Health,  Education,  and 
Welfare  relating  to  a  pending  case  or 
other  regulatory  action  or  decision  must 
be  recorded  in  a  written  memorandum, 
and  filed  in  the  administrative  file  on  the 
matter,  unless  it  involves  only  a  brief  de¬ 
scription  of  the  matter  provided  for  in¬ 
formational  purposes.  This  assures  that 
an  adequate  administrative  record  will 
be  maintained  of  all  contacts  outside  the 
Department  on  any  regulatory  matter,  to 
avoid  the  possibility  or  appearance  of 
improper  influence. 

Thus,  if  a  person  in  another  govern¬ 
ment  agency  outside  the  Department,  or 
in  Congress,  were  to  telephone  any  per¬ 
son  in  the  Food  and  Drug  Administration 
to  make  any  suggestion  about  a  pending 
regulatory  decision,  a  memorandum  will 
be  prepared  summarizing  the  discussion. 
Other  meetings  with  persons  within  the 
Federal  government,  however,  which  do 
not  involve  a  pending  regulatory  matter, 
are  not  subject  to  this  requirement. 
Preparation  of  memoranda  of  meetings 
with  representatives  of  Congress  are  sub¬ 
ject  to  additional  rules  established  in 
paragraph  (g)  of  §  2.15,  discussed  below. 

Section  2.15(d)  deals  with  any  private 
meeting  between  a  person  and  a  repre¬ 
sentative  of  the  Pood  and  Drug  Admin¬ 
istration  in  the  agency  offices.  The  Com¬ 
missioner  concludes  that  is  a  fundamen¬ 
tal  right  of  every  citizen  to  meet  with 
his  government  in  private.  The  Federal 
government  is  created  by  the  people,  and 
absent  explicit  statutory  authority  the 
government  has  no  right  to  impose  upon 
any  citizen  who  requests  an  opportunity 
for  a  private  meeting  with  a  representa¬ 
tive  of  the  government  a  requirement 
that  others  outside  of  the  government 
be  present.  Accordingly,  5  2.15(d)(1) 
provides  that  neither  the  Pood  and  Drug 
Administration  nor  smy  other  person  may 
require  the  attendance  of  any  person  who 
is  not  a  Federal  government  employee  or 
consultant  without  the  agreement  of  the 
person  requesting  such  a  private  meet¬ 
ing. 

At  the  same  time,  by  statute,  the  Food 
and  Drug  Administration  is  responsible 
for  matters  that  affect  all  members  of 
the  public.  Accordingly,  whenever  a  pri¬ 
vate  meeting  involves  a  matter  covered 
by  paragraph  (c)  or  any  other  important 
matter,  a  decision  on  an  issue,  or  state¬ 
ments  or  advice  or  conclusions  to  which 
future  reference  may  be  required  as  part, 
of  the  administrative  record,  a  written 
memorandum  summarizing  the  sub- 
staiice  of  any  private  meeting  shall  be 
prepared  by  a  representative  of  the 
agency.  This  will  make  certain  that  amy 
matter  which  should  be  documented  as 
part  of  the  public  record  is  in  fact  so 


recorded.  TTie  availability  of  such  mem¬ 
oranda  for  public  disclosure  is  deter¬ 
mined  by  the  provisions  of  the  agency’s 
public  information  regulations  in  Part  4  i 

and  the  regulations  referenced  therein. 

The  Commissioner  believes  that  this  will 
adequately  protect  the  public  interest.  ; 

without  infringing  upon  the  citizen’s 
right  to  a  private  meeting. 

Somewhat  different  rules  apply  where 
the  Pood  and  Drug  Administration  is 
requested  to  send  a  representative  to  a 
meeting  to  be  held  outside  agency  offices. 

The  Commissioner  recognizes  that  agen¬ 
cy  employees  have  a  responsibility  to 
meet  with  all  segments  of  the  public  in 
order  to  promote  the  objectives  of  the 
act  and  toe  agency.  Accordingly,  §  2.15 
(e)  states  that,  where  an  agency  repre¬ 
sentative  is  invited  to  attend  an  outside 
meeting,  he  may  do  so  where  he  con¬ 
cludes  toat  it  is  in  toe  public  interest 
and  will  promote  toe  objectives  of  toe 
act  and  the  agency.  He  may,  of  course, 
request  toat  such  meeting  be  an  open 
meeting  when  he  concludes  that  this 
would  be  in  toe  public  interest.  He  may 
agree  or  decline  to  participate  in  any 
such  meeting  which  is  held  as  a  private 
meeting,  depending  upon  which  action 
he  concludes  will  best  serve  toe  public 
interest.  In  no  event,  however,  may  an 
agency  representative  knowingly  par¬ 
ticipate  in  any  meeting  which  is  closed 
on  toe  basis  of  sex,  race,  or  religion.  All 
outside  meetings  are  subject  to  the  re¬ 
quirements  relating  to  preparation  of 
memoranda  summarizing  toe  substance 
of  the  meeting. 

In  addition  to  meetings  initiated  by 
outside  persons.  Food  and  Drug  Admin¬ 
istration  representatives  may  also  initi¬ 
ate  meetings  with  any  person.  Any  such 
meetings  with  one  or  two  people,  e.g., 
relating  to  a  pending  petition,  may  be 
held  as  a  private  meeting.  Any  such 
meeting  with  a  large  number  of  people, 
however,  shall  be  held  as  an  open  public 
meeting  pursuant  to  §  2.15(b),  and  thus 
shall  be  publicly  announced  so  that  any 
person  may  attend  and  participate. 

Again,  all  such  meetings  are  subject  to 
the  rules  for  preparation  of  a  memoran¬ 
dum  summarizing  toe  substance  of  the 
matter,  whether  they  are  private  or  open. 

The  Commissioner  recognizes  toat  toe 
content  of  summaries  of  oral  discussions, 
whether  by  telephone  or  in  person,  may 
differ  depending  upon  toe  person  who 
prepares  toe  smnmary.  Accordingly, 

5  2.15(g)  provides  toat,  in  addition  to 
the  agency  summary,  any  outside  person 
participating  in  such  a  meeting  may  pre¬ 
pare  and  submit  to  toe  agency  for  inclu¬ 
sion  in  toe  administrative  record  his  own 
written  memorandum  recording  toe  sub¬ 
stance  of  the  meeting.  Pursuant  to  §  4.104 
(c)  of  toe  public  Information  regulations, 
this  summary  will  be  released  along  with 
toe  agency  summary  whenever  public  re¬ 
quest  is  made  for  them. 

All  memoranda  of  meetings  and  cor¬ 
respondence  shall  be  filed  in  any  appro¬ 
priate  public  administrative  file  and 
made  a  part  of  the  administrative  rec« 
ord  of  toe  relevant  proceeding. 

Any  meeting  between  a  Food  and  Drug 
Administration  employee  and  a  repre- 
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sentatlve  of  Congress,  e.g.,  a  committee 
staff  member,  relating  to  any  pending  or 
potential  investigation,  inquiry,  or  hear¬ 
ing  shall  be  recorded  in  a  written  memo¬ 
randum  which  shall  be  forwarded  to  the 
agency’s  Office  of  Legislative  Services. 
This  provision  does  not  restrict  the  right 
of  any  agency  employee  to  participate  in 
any  such  meeting,  but  guarantees  that 
the  agency  will  be  aware  of  any  congres¬ 
sional  concern  about  agency  activities 
and  thus  be  in  a  position  to  respond  in 
an  adequate  way. 

DOCUMENTATION  OP  SIGNIFICANT  DECISIONS 
IN  ADMINISTRATIVE  FILES  (§  2.16) 

Section  2.16  requires  all  Food  and  Drug 
Administration  employees  to  document, 
in  an  appropriate  manner,  every  signifi¬ 
cant  agency  decision. 

The  agency  employees  responsible  for 
handling  any  matter  are  responsible  for 
assuring  that  the  agency  has  a  complete 
administrative  file  on  it.  The  file  shall 
contain  appropriate  documentation,  in¬ 
cluding  the  recommendations  and  de¬ 
cisions  of  responsible  employees.  It  must 
reveal  any  significant  controversies  or 
differences  of  opinion  and  their  resolu¬ 
tion.  Any  agency  employee  working  on  a 
matter  shall  have  the  opportunity  to 
record  his  views  on  that  matter,  for  in¬ 
clusion  in  the  file.  Once  a  written,  signed, 
and  dated  memorandum  is  placed  in  the 
file,  it  may  not  be  altered,  added  to,  or 
removed.  Rather  than  permit  changes  to 
be  made  in  a  document  by  a  person  other 
than  the  person  who  prepared  that  docu¬ 
ment,  such  changes  will  be  reflected  by 
preparing  a  new  memorandum.  This  will 
provide  a  complete  record  of  the  develop¬ 
ment  of  the  matter  within  the  agency. 

Memoranda  and  other  documents  pre¬ 
pared  by  agency  employees  not  contained 
In  the  administrative  file  shall  have  no 
status  or  effect.  Thus,  the  file  will  contain 
all  pertinent  material  and  will  represent 
the  definitive  record  of  the  administra¬ 
tive  handling  of  the  matter. 

Memoranda  placed  in  the  administra¬ 
tive  file  shall  relate  to  the  issues  under 
consideration,  and  shall  be  sent  to  other 
appropriate  agency  employees.  Such 
memoranda  shall  avoid  defamatory  lan¬ 
guage,  Intemperate  remarks,  undocu¬ 
mented  charges,  or  irrelevant  matters, 
e.g.,  personnel  complaints.  To  the  extent 
that  a  memorandum  records  the  views  of 
any  agency  employee  in  addition  to  the 
author,  it  must  be  furnished  to  such 
other  employee  who  will,  pursuant  to  the 
new  regulations,  have  an  opportunity  to 
respond  in  any  way  that  they  believe 
appropriate. 

All  agency  employees  working  on  a 
matter  shall  have  access  to  the  adminis¬ 
trative  file  on  that  matter,  as  appropri¬ 
ate  for  the  conduct  of  their  work.  Rea¬ 
sonable  restrictions  may  be  placed  upon 
access  by  employees  to  such  Wes  in  order 
to  make  certain  that  the  files  do  not 
become  dismantled,  lost,  or  unavailable 
to  others  who  need  them  for  their  work. 

The  Commissioner  concludes  that 
these  rules  guarantee  full  participation 
of  all  agency  employees  in  the  matters 
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on  which  they  are  working  and  adequate 
documentation  of  ttie  manner  in  which, 
and  the  reasons  for  which,  decisions  are 
made  within  the  agency,  without  at  the 
same  time  entangling  the  agency  in  end¬ 
less  red  tape  and  producing  pointless 
paperwork. 

INTERNAL  AGENCY  REVIEW  OF  DECISIONS 
(§  2.17) 

Many  Food  and  Drug  Administration 
decisions  vitally  affect  interested  persons 
and  groups  outside  the  agency.  Inquiries 
are  constantly  received,  throughout  the 
agency,  from  individual  consumers,  man¬ 
ufacturers,  and  affected  professionals,  as 
well  as  organizations  representing  these 
interests.  Few  people  outside  the  agency 
understand  where  their  questions  and 
complaints  should  be  directed. 

Section  2.17  of  the  new  regulations 
provides  for  an  orderly  process  of  ad¬ 
ministrative  review  of  decisions  within 
the  agency,  and  thus  advises  those  out¬ 
side  the  agency  of  how  they  should  pur¬ 
sue  matters  which  interest  and  concern 
them.  Any  decision  of  an  agency  em¬ 
ployee  is  subject  to  review  by  that  em¬ 
ployee’s  supervisor  at  the  request  of  the 
employee  himself,  on  the  initiative  of  the 
supervisor,  at  the  request  of  any  inter¬ 
ested  person  outside  the  agency,  or  as 
required  by  duly  promulgated  delega¬ 
tions  of  authority.  Such  review  ordinar¬ 
ily  follows  the  established  agency  chan¬ 
nels  of  supervision  or  review  for  the  spe¬ 
cific  matter  involved.  Where  a  person 
outside  the  agency  requests  internal 
agency  review  of  any  decision,  it  shall  be 
done  only  through  established  agency 
channels.  Review  shall  take  place  to  re¬ 
solve  issues,  to  review  policy  matters,  in 
unusual  situations  requiring  Immediate 
review  in  the  public  interest,  and  as  re¬ 
quired  by  the  delegations  of  authority. 

Thus,  where  a  matter  has  not  yet  been 
reviewed  by  a  bureau  director,  any  re¬ 
quest  from  outside  the  agency  that  he 
review  it  would  be  denied  until  the  mat¬ 
ter  was  first  reviewed  at  lower  levels. 
Similarly,  any  request  for  intervention 
or  review  by  the  ofiBce  of  the  Commis¬ 
sioner  would  be  denied  imtil  the  matter 
had  been  fully  considered  within  the 
bureau  and  forwarded  to  the  office  of  the 
Commissioner.  It  is,  of  course,  entirely 
within  the  Commissioner’s  discretion  to 
grant  or  deny  a  request  to  review  any 
matter. 

Any  internal  agency  review  of  a  deci¬ 
sion  must  be  based  solely  upon  the  data 
and  information  available  in  the  ad¬ 
ministrative  file.  If  any  interested  person 
presents  new  data  or  information  not 
previously  considered,  the  matter  will  be 
returned  to  the  appropriate  lower  level 
within  the  agency  for  a  reevaluation  be¬ 
fore  it  is  again  subjected  to  internal 
review  at  a  higher  level.  Thus,  bureau  di¬ 
rectors  and  the  office  of  the  Commis¬ 
sioner  act  in  basically  the  same  way  as 
a  reviewing  court.  Division  personnel  can 
be  assured  that  higher  agency  officials 
will  not  Intervene  before  a  matter  is  fully 
considered  at  the  lower  level,  and  will  not 
review  any  issue  on  the  basis  of  informa¬ 
tion  not  available  at  that  level. 
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DISSEMINATION  OF  DRAFT  FEDERAL  REGISTER 
NOTICES  AND  REGULATIONS  (S  2.18) 

Until  relatively  recently,  there  has  been 
no  Food  and  Drug  Administration  policy 
or  regulations  governing  the  dissemina¬ 
tion  of  draft  P*EDERAL  Register  notices 
and  regulations.  As  a  result,  such  docu¬ 
ments  have  at  times  been  given  to  some 
persons  and  not  to  others,  in  a  way  that 
raised  public  concern  about  agency  ac¬ 
tivities. 

Section  2.18  codifies  the  policy  that 
has  been  followed  by  the  Food  and  Drug 
Administration  on  this  matter  during  the 
past  2  years. 

The  Food  and  Drug  Administration 
welcomes  assistance  from  anyone  in  de¬ 
veloping  its  policy  and  regulations.  Gen¬ 
eral  concepts  may  be  discussed  by  agency 
employees  with  any  interested  person. 
Detaiis  of  a  document,  or  a  draft  of  a 
document,  may  not  be  furnished  to  any 
interested  person  outside  the  Executive 
Branch  of  the  Federal  Government  un¬ 
less  and  until  it  is  made  available  to  all 
interested  persons  by  a  notice  published 
in  the  Federal  Register.  See,  e.g.,  the 
notices  with  respect  to  the  availability 
of  the  GMP  regulations  for  low-acid 
canned  foods  published  in  the  Federal 
Register  of  November  14,  1972  (37  FR 
24117),  and  the  various  regulations  for 
shellfish  control  published  in  the  Federal 
Register  of  December  13,  1973  (38  FR 
34353)  and  January  14,  1975  (40  FR 
2607). 

In  some  Instances,  detailed  discussion 
of  a  draft  document  is  necessary  for 
proper  development  of  administrative 
policy,  nils  is  especially  true  where  a 
specific  industry  which  is  the  subject  of 
a  particular  regulation  has  detailed  tech¬ 
nical  knowledge  not  otherwise  available 
to  the  Food  and  Drug  Administration, 
and  which  is  critical  in  developing  an 
effective  regulation.  Where  this  occurs, 
the  draft  document  will  be  made  avail¬ 
able  to  all  interested  persons  through  an 
annoiuicement  in  the  Federal  Register. 
and  any  other  appropriate  protective 
procedures  will  be  undertaken  to  make 
sure  that  a  full  and  impartial  adminis¬ 
trative  record  is  established,  nius,  pub¬ 
lic  regulations  will  not  be  negotiated  in 
private. 

In  certain  limited  instances,  it  has  long 
been  agency  policy  that  a  draft  of  a  final 
regulation  relating  to  a  particular  ingre¬ 
dient  or  product,  e.g.,  a  regulation  relat¬ 
ing  to  a  food  additive,  new  animal  drug, 
or  antibiotic  drug,  may  be  furnished  to 
the  petitioner  for  comment  on  the  tech¬ 
nical  accuracy  of  such  regulation.  The 
new  regulations  continue  this  long¬ 
standing  practice.  In  these  situations, 
where  only  technical  accuracy  rather 
than  any  policy  issue  is  involved,  publica¬ 
tion  of  the  availability  of  the  draft  regu- 
ulation  in  the  Federal  Register  is  unnec¬ 
essary  in  order  to  protect  the  public 
interest. 

'The  provisions  of  the  Radiation  Con¬ 
trol  for  Health  and  Safety  Act  of  1968, 
42  U.S.C.  263f,  explicitly  require  the  Com¬ 
missioner  to  consult  with  interested  per¬ 
sons  in  the  development  of  performance 
standards.  Accordingly,  the  Commis- 
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skioer  will  iHibllsh  in  the  Federal  Regis¬ 
ter  an  announcement  that  a  perform¬ 
ance  standard  is  being  considered,  and 
thereafter  a  draft  ot  a  proposed  or  final 
performance  standard,  including  any 
amendment  thereof,  shall  be  furnished  to 
any  interested  person  upon  request  and 
may  be  discussed  by  agency  employees 
in  detail  with  any  interested  person  at 
any  time  through  final  consideration  of 
such  a  document. 

All  such  documents  will  be  continu¬ 
ously  available  to  the  public  after  publi¬ 
cation  of  the  notice  in  the  Federal  Regis¬ 
ter,  and  it  will  therefore  be  unnecessary 
to  publish  in  the  Federal  Register  a 
specific  notice  of  the  availability  of  each 
draft  of  the  document. 

The  regulations  recogntee  that  the  re- 
strictkais  on  discussion  and  disclosure  of 
draft  Federal  Register  notices  and  regu¬ 
lations  established  in  this  paragraph  do 
not  api:^  to  those  situations  in  which 
Intend  agency  documents  are  property 
disclosed  under  S§  4.83  through  4.89  of 
the  agency’s  public  information  regula¬ 
tions.  Such  situations  include  disclosure 
to  ccMosultants,  other  Federal  depart¬ 
ments  and  agencies.  Congress,  State  and 
local  government  officials,  and  foreign 
government  c^kials,  as  well  as  disclosure 
required  by  court  order  and  in  adminis¬ 
trative  or  court  proceedings.  Thus,  it  is 
witirely  proper  to  provide  a  draft  regula¬ 
tion  to  an  advisory  committee  without 
making  it  publicly  avaUable  to  all  in¬ 
terested  persons.  If  it  should  become 
avallaMe  to  some  members  of  the  general 
public,  however,  the  agency  would  make 
It  avanaMe  for  public  disclosnre  to  an 
interested  persons  pursuant  to  I  4.31,  as 
was  done  with  a  draft  ot  revised  drug 
GMP  regulations  by  a  notice  published  in 
ttie  Federal  Register  of  March  19,  1975 
<40  FR  12535). 

ADVISORY  OPINIONS  <§  2.19) 

Throu^out  its  history,  the  Food  and 
Drug  Administration  has  issued  suivisory 
opftnions  in  various  forms.  Early  advisory 
opinions,  between  1938  and  1946,  were  is¬ 
sued  as  trade  correspondence  (TC’s). 
Mon  recently,  advisory  opinions  have 
been  codified  in  the  agency's  Compliance 
Policy  Guides  manual,  which  is  available 
from  the  Public  Records  and  Documents 
Center,  in  other  documents  designated 
as  “advisory  opinkms,”  and  in  preambles 
to  Federal  Recistbr  documents.  The  new 
regulations  recognize  the  continuing 
status  of  these  prior  documents  as  advi¬ 
sory  (H>iniohs  except  to  the  extent  that 
they  are  revoked.  S(xne  of  these  advisory 
opinions,  particularly  those  in  the  form 
ot  trade  oorrespondrace,  have  been  re¬ 
voked,  e.g.,  the  notice  published  in  the 
Federal  Register  of  May  20, 1969  (34  FR 
7922). 

Prior  Pood  and  Drug  Administration 
policy  has  not  distinguished  between  for¬ 
mal  advisory  opinions  and  informal  oral 
advice  and  correspondence.  As  a  result, 
confusion  and  uncertainty  has  been  en¬ 
gendered  both  within  the  agency  and 
outside  as  to  whether  opinions  expressed 
in  correspondence  or  orally  carry  the 
wrtght  ot  the  agency  or  only  of  the  In- 
divkliial  agency  employee  involved. 


Absent  specific  regulations  to  the  con¬ 
trary,  the  statements  of  a  government 
employee  do  not  bind  the  government. 
See,  eo;..  Bentex  Pharmaceuticals,  Inc.  v. 
Rkdiardson,  463  F.2d  363,  368  n.17  (4th 
Cir.  1972),  rev’d  on  other  grounds,  412 
U.S.  645  (1973);  Udall  v.  Oelschlaeger, 
389  P.2d  974,  977  (D.C.  Cir.  1968),  cert, 
denied,  392  n.S.  909  (1968) ;  AMP  Inc.  v. 
Gardner,  275  F.  Supp.  410,  412  n.l 
(SJDJ^.Y.  1967),  aff’d,  389  P.2d  825  (2d 
Cir.  1968) ;  and  United  States  v.  354  Bulk 
Cartons  .  .  .  Trim  Reducing-Aid  Cigar¬ 
ettes,  178  F.  Supp.  847,  853-854  (D.N.J. 
1959).  Accordingly,  because  of  the  lack 
of  any  agency  regulations  on  this  matter, 
none  of  the  correspondence  or  oral  ad¬ 
vice  previously  issued  by  the  agency  has 
had  any  binding  legal  effect. 

In  many  instances,  important  agency 
correspondence  relating  to  the  legal 
status  of  ingredients  and  products  has 
not  been  compiled  or  reviewed  in  any 
comprehensive  or  systematic  way.  with 
the  result  that  few  in  the  agency  have 
known  about  the  existence  of  such  corre¬ 
spondence  nor  has  the  fact  that  such 
correspondence  has  no  legal  status  been 
understood  by  the  public.  For  this  reason, 
on  recent  occasions  the  agency  has  been 
forced  to  issue  regulations  formally  with¬ 
drawing  prior  opinion  letters  relating  to 
the  food  additive  and  new  drug  status  of 
products.  See  21  CFR  121.11  and  310.100. 

TTie  Commissioner  concludes  that  the 
puesent  uncertainty  should  be  resolved  by 
adoption  of  regulations  that  clearly  and 
expllcitty  recognize  the  difference  be¬ 
tween  the  informal  opinion  of  an  in¬ 
dividual  in  the  agency,  which  represents 
his  best  information  and  advice,  and  the 
formal  opinion  of  the  agency,  which  rep¬ 
resents  a  position  of  the  Pood  and  Drug 
Administration  that  is  binding  and  com¬ 
mits  the  agency  to  the  views  expressed 
until  they  are  formally  modified  or  re¬ 
voked.  Section  2.19  of  the  new  regula¬ 
tions  establishes  such  a  system. 

Under  §  2.19,  a  request  for  a  formal  ad¬ 
visory  opinion  shall  be  made  pursuant  to 
a  specified  form.  The  resulting  advisory 
opinion  must  be  followed  by  the  agency 
until  it  is  amended  or  revoked.  Amend¬ 
ment  or  revocation  of  an  advisory 
opinion  is  required  to  be  made  with  the 
same  degree  of  public  dissemination  as 
adoption  of  the  original  advisory  opinion, 
or  by  publishing  notice  of  such  revoca¬ 
tion  in  the  Federal  Register,  which  by 
statute  constitutes  adequate  public 
notice.  See  44  U.S.C.  1508;  North  Ameri¬ 
can  Pharmacal,  Inc.  v.  Department  of 
HEW.  491  P.2d  546  (8th  CJir.  1973).  An 
advisory  opinion  must,  however,  be  ex¬ 
plicitly  revoked,  and  is  not  revoked  by 
implication  as  a  result  of  publication  of 
other  advisory  opinions  or  regulations. 

The  Commissioner  advises  that  a  re¬ 
quest  for  an  advisory  opinion  will  be 
granted  whenever  feasiUe.  The  fact  that 
a  course  of  action  is  already  being  ftd- 
lowed  by  the  person  requestir^  the  ad¬ 
visory  opinion,  or  that  an  investigation 
or  regulatory  action  is  idready  pending 
with  respect  to  the  matter,  shall  not 
<H>erate  to  preclude  an  advisory  opinion. 

On  the  other  hand,  the  Commissioner 
recognizes  that  there  are  some  circum¬ 


stances  where  an  advisory  opinion  is  not 
feasible.  For  example,  where  there  is  in¬ 
sufficient  information  on  which  to  base 
an  Informed  opinion,  e.g.,  further  inves¬ 
tigation  is  necessary  before  such  opinion 
could  be  given,  or  where  the  subject  mat¬ 
ter  is  so  complex  that  any  opinion  would 
be  too  qualified  and  indefinite  to  be  help¬ 
ful.  a  request  for  an  advisory  opinion 
may  be  denied.  An  advisory  opinion  will 
ordinarily  concern  policy  matters  or  is¬ 
sues  of  broad  applicability.  Thus,  ad¬ 
visory  opinions  ordinarily  will  not  be 
given  with  respect  to  a  particular  prod¬ 
uct  or  label,  xmless  a  policy  issue  of  broad 
applicability  is  involved.  Similarly,  a  re¬ 
quest  for  an  advisory  opinion  on  the  le¬ 
gality  of  a  product  marketed  by  a  com¬ 
petitor,  or  on  any  similar  matter,  will 
also  ordinarily  be  denied,  although  the 
Food  and  Drug  Administration  will  in¬ 
vestigate  complaints  about  the  legality 
of  products  or  practices  when  filed  by 
any  interested  person. 

All  statements  or  advice  given  by  a 
Food  and  Drug  Administration  employ¬ 
ee  orally  or  in  writing,  but  which  do  not 
constitute  an  advisory  opinion,  represent 
informal  communications  that  contain 
the  best  information  and  opinion  avail¬ 
able  to  that  employee  at  that  time,  but 
do  not  have  the  same  binding  effect  as 
an  advisory  opinion.  Accordingly,  such 
informal  communications  in  no  way  ob¬ 
ligate  or  commit  the  agency  to  the  views 
expressed. 

On  occasion,  the  Food  and  Drug  Ad¬ 
ministration  receives  oral  or  written  re¬ 
quests  which  require  resolution  of  Im¬ 
portant  Issues  that  have  broad  applica¬ 
bility.  but  which  do  not  specifically  re¬ 
quest  an  advisory  opinion.  In  the  future, 
the  Commissioner  may,  in  his  discretion, 
handle  such  inquiries  as  a  request  for 
an  advisory  opinion  in  order  to  provide 
a  definitive  agency  position  on  the  mat¬ 
ter  and  to  give  it  wide  dissemination. 

Ordinarily,  an  advisory  opinion  will 
commit  the  Food  and  Drug  Administra¬ 
tion  to  the  position  stated  in  the  opinion, 
until  it  is  amended  or  revoked.  In  un¬ 
usual  situations  involving  an  immediate 
and  significant  danger  to  health,  how¬ 
ever,  the  Commissioner  may  take  appro¬ 
priate  civil  enforcement  action  contrary 
to  an  advisory  opinion  prior  to  amend¬ 
ing  or  revoking  it.  Thus,  although  an  ad¬ 
visory  opinion  will  in  virtually  all  in¬ 
stances  be  binding  upon  the  agency  imtil 
amended  or  revoked,  the  regulations  pro¬ 
vide  for  sufficient  fiexibility  to  permit 
immediate  action  where  essential  to  pub¬ 
lic  protection. 

The  Commissioner  has  carefully  con¬ 
sidered  whether  advisory  opinions  should 
be  published  in  the  Federal  Register.  In 
view  of  the  potentially  large  number  of 
advisory  opinions  and  the  resources  that 
would  be  necessary  to  accomplish  this, 
the  Commissioner  has  concluded  that  it 
is  not  feasible.  Such  advisory  opinions 
may  be  compiled  as  part  of  the  agency’s 
Compliance  Policy  Guides  manual,  or  in 
a  separate  compilatioii  of  advisory  (H)in- 
lons.  The  substance  of  these  adv^ry 
opinions  will  undoubtedly  be  dissemi¬ 
nated  widely  by  the  agency,  trade  as- 
s(xdations,  and  the  trade  press. 
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One  particular  issue  has  frequently 
arisen  within  the  Pood  and  Drug  Ad¬ 
ministration  within  the  past  few  years. 
Companies  often  request  the  agency  for 
so-called  “certificates  of  free  sale,”  l.e., 
a  statement  from  the  Food  and  Drug  Ad¬ 
ministration  that  a  particular  ingredi¬ 
ent  or  product  may  lawfully  be  sold  in 
this  country.  Such  “certificates”  are  of¬ 
ten  required  by  foreign  governments  be¬ 
fore  a  product  may  be  imported  into  that 
country. 

In  the  opinion  of  the  Commissioner, 
an  luirestricted  “certificate”  of  this  kind 
cannot  be  given  because  the  Pood  and 
Drug  Administration  cannot  guarantee 
tlie  legality  of  any  particular  product  at 
all  times.  Nor  is  a  formal  advisory 
opinion  appropriate,  since  it  involves 
a  particular  product  and  the  agency’s 
resources  are  insufiBcient  to  provide 
this  service  for  all  products.  The 
agency  wilh  however,  provide  an  in¬ 
formal  letter  stating  specific  infor¬ 
mation  with  respect  to  a  product,  e.g., 
that  it  is  the  subject  of  an  approved 
NDA  or  food  additive  regulation,  or  that 
the  agency  does  not  presently  object  to 
the  product’s  labeling,,  if  suflBcient  in¬ 
formation  has  been  submitted  to  make 
such  a  determination  and  if  there  are 
sufBclent  agency  resources  to  provide 
this  service.  Such  “certificates”  will  thus 
not  constitute  a  formal  advisory  opinion 
on  the  status  of  a  product,  but  will  pro¬ 
vide  informal  written  views  which  state 
the  current  views  of  the  agency  employee 
who  signs  the  letter. 

FOOD  AND  DRUG  ADMINISTRATION  REGULA¬ 
TIONS,  GUIDELINES,  RECOMMENDATIONS, 

AND  AGREEMENTS  (§  2.20) 

The  Commissioner  is  aware  that  there 
Is  uncertainty  about  the  status  of  some 
of  the  various  types  of  documents 
adopted  by  the  Pood  and  Drug  Adminis¬ 
tration.  In  general,  these  documents  fall 
into  the  following  four  categories:  Regu¬ 
lations,  guidelines,  recommendations, 
and  agreements.  Ilie  Commissioner  has 
concluded  that  §  2.20  should  be  promul¬ 
gated  to  clarify  the  status  and  legal  ef¬ 
fect  of  these  different  types  of 
documents. 

Section  2.20(a)  provides  that  all 
agency  regrulations  having  general  ap¬ 
plicability  and  legal  effect  shall  be  pro¬ 
mulgated  in  the  Federal  Register  pur¬ 
suant  to  9  2.10  or  9  2.12.  This  is  in 
accordance  with  the  requirements  of  the 
Administrative  Procedure  Act  and  cur¬ 
rent  case  law.  Any  document,  other  than 
a  statute,  which  the  Pood  and  Drug  Ad¬ 
ministration  intends  to  enforce  as  a 
legal  requirement,  shall  be  published  as 
a  regulation  in  the  Federal  Register. 

Of  coiuae,  the  agency  is  not  required 
to  issue  regulations  implementing  the 
law  before  it  takes  legal  action  to  en¬ 
force  specific  statutory  provisions 
against  persons  or  products  in  violation 
of  the  law.  Thus,  the  agency  may  seize 
a  food  product  containing  a  poisonous 
or  deleterious  substance,  or  a  new  drug 
which  is  being  marketed  illegally  with¬ 
out  an  approved  NDA,  regardless 
whether  It  has  first  Issued  a  regulation 
designating  that  substance  as  poisonoiu 


or  deleterious  or  that  drug  as  a  new 
drug.  On  the  other  hand,  if  the  agency 
chooses  to  bring  such  action,  it  may  not 
rely  upon  any  guidelines  it  may  have  is¬ 
sued  as  establishing  substantive  legal 
requirements. 

In  addition  to  provisions  which  will  be 
enforced  as  legal  requirements,  regula¬ 
tions  may  contain  provisions  which  are 
intended  only  as  guidelines  and  recom¬ 
mendations.  The  specific  language  of 
each  provision  in  a  regulation  states  its 
intended  application.  For  example,  pro¬ 
visions  which  state  that  a  person  “shall” 
take  certain  action  establish  a  legal  re¬ 
quirement,  whereas  provisions  which 
state  that  a  person  “should”  or  “may” 
take  certain  action  establish  guidelines 
and  recommendations  which  are  not 
legal  requirements.  Thus,  the  fact  that 
a  provision  is  published  in  the  Federal 
Register  as  a  regulation  is  not  deter¬ 
minative  of  whether  it  establishes  a  legal 
requirement  or  gruidelines  and  recom¬ 
mendations. 

Section  2.20(b)  governs  the  establish¬ 
ment  and  use  of  Pood  and  Drug  Admin¬ 
istration  guidelines,  wliich  are  not  pub¬ 
lished  in  the  Federal  Register  as  regu¬ 
lations.  The  Conunissioner  recognizes 
that  such  guidelines,  which  do  not  have 
the  legal  status  of  regulations,  are  in¬ 
creasingly  important  in  providing  assist¬ 
ance  both  to  the  regulated  Industry  and 
to  agency  employees  who  are  charged 
with  consistent  and  fair  administration 
of  the  law.  In  many  instances,  such 
guidelines  are  available  on  an  informal 
basis  before  comparable  regulations  can 
be  promulgated.  For  example,  the  Com¬ 
missioner  may  wish  to  issue  guidelines 
for  acceptable  premarket  substantiation 
for  safety  of  cosmetics,  as  required  by 
9  740.10(a),  published  in  the  Federal 
Register  of  March  3,  1975  (40  FR  8912) , 
in  order  to  obtain  experience  with  such 
guidelines  before  publishing  them  in  a 
proposed  regulation.  Moreover,  not  all 
guidelines  are  appropriate  for  publica¬ 
tion  in  the  Federal  Register  as  regula¬ 
tions.  Some  are  intended  as  no  more 
than  informal  suggestions.  Others  are 
so  voluminous  and  complex  as  not  to  be 
appropriate  for  Federal  Register  dis¬ 
semination.  Still  others  are  subject  to 
such  frequent  change  as  to  make  their 
publication  for  comment  virtually  impos¬ 
sible.  Under  these  circumstances,  the  de¬ 
velopment  and  use  of  guidelines  that  rep¬ 
resent  acceptable  conduct  from  the 
standpoint  of  the  agency,  but  which  are 
not  published  in  the  form  of  regulations, 
are  imperative  for  efficient  administra¬ 
tive  implementation  of  the  law. 

As  the  use  of  guidelines  in  the  agency 
has  increased,  their  methods  of  develop¬ 
ment,  their  availability,  notice  of  any 
changes,  and  an  opportunity  to  partici¬ 
pate  in  their  development  and  modifica¬ 
tion,  have  become  more  important.  These 
new  regulations  will  regularize  these 
matters,  and  in  the  judgment  of  the 
Commissioner  will  provide  for  adequate 
notice  and  opportunity  to  participate  for 
all  interested  persons. 

Section  2.20(b)  (1)  defines  “guidelines” 
broadly  to  include  all  technical  or  policy 
criteria  relating  to  any  matter  subject 


to  the  jurisdiction  of  the  Commissioner. 
Guidelines  state  procedures  or  standards 
of  general  applicability  which  are  not 
legal  requirements  but  which  which  are 
acceptable  to  the  agency  with  respect  to 
a  particular  subject  matter.  Although 
analytical  methods  are  clearly  guide¬ 
lines,  they  are  excepted  from  the  provi¬ 
sions  of  this  regulation  because  of  their 
large  number,  their  length  and  complex¬ 
ity,  and  the  volume  and  frequency  of 
amendments  involved.  Such  analytical 
methods  are,  of  course,  available  for  pub¬ 
lic  disclosure  pursuant  to  the  public  in¬ 
formation  regulations  contained  or 
cross-referenced  in  21  CPR  Part  4. 

Although  a  person  may  rely  upon  an 
agency  guideline  with  assurance  that  it 
is  acceptable  to  the  Food  and  Drug  Ad¬ 
ministration.  he  is  also  free  to  use  any 
different  procedure  or  standard  even 
though  it  is  not  provided  for  in  a  guide¬ 
line.  When  a  person  chooses  to  differ 
from  a  guideline,  he  may,  but  Is  not  re¬ 
quired  to,  discuss  the  matter  further  with 
the  agency  to  prevent  the  expenditure  of 
money  and  effort  on  work  that  may  later 
be  determined  to  be  unacceptable.  The 
Commissioner  is  concerned  that  innova¬ 
tion  not  be  stilled  by  the  adoption  of 
guidelines.  Nor  does  the  Commissioner 
believe  that,  in  all  instances,  a  person 
who  deviates  from  a  guideline  should  feel 
obligated  to  consult  with  the  agency  first. 
Where  such  consultation  is  requested, 
however,  the  agency  is  obligated  to  pro¬ 
vide  the  best  answer  available  to  it  at 
that  moment. 

The  Commissioner  emphasizes  that 
following  a  testing  guideline  does  not  in 
any  way  guarantee  that  the  ingredient 
or  product  so  tested  will  receive  agency 
approval.  Approval  must  depend,  of 
course,  upon  all  of  the  available  informa¬ 
tion  relating  to  the  matter.  The  results 
may  indicate  that  the  ingredient  or  prod¬ 
uct  should  be  disapproved,  or  that  addi¬ 
tional  testing  must  be  undertaken. 
Similarly,  poor  quality  testing  will  not 
be  acceptable  even  if  the  protocol  com¬ 
plies  with  a  guideline. 

Guidelines  will  be  issued  by  filing  them 
in  the  public  file  established  by  the  Hear¬ 
ing  Cfierk  for  this  purpose,  and  publish¬ 
ing  a  notice  of  availability  of  the  guide¬ 
line  in  the  Federal  Register.  Amend¬ 
ments  to  a  guideline  shall  be  Issued  in 
the  same  way.  Any  interested  person 
may,  of  comse,  petition  the  agency  pur¬ 
suant  to  9  2.7  to  issue  a  guideline  relating 
to  any  matter. 

When  a  guideline  is  amended  or  re¬ 
voked,  just  as  where  an  advisory  opinion 
is  amended  or  revoked,  the  question  will 
inevitably  arise  as  to  whether  work  un¬ 
dertaken  or  completed  in  good  faith  re¬ 
liance  on  the  prior  version  of  the  guide¬ 
line  will  remain  acceptable  to  the  Food 
and  Drug  Administration.  The  Commis¬ 
sioner  has  concluded  that  such  work 
should  remain  acceptable  unless  substan¬ 
tial  public  Interest  considerations  pre¬ 
clude  continued  acceptance.  This  deter¬ 
mination  must  be  made  on  the  basis  of 
all  of  the  surrounding  facts.  Where  the 
guideline  consists  of  a  protocol  for  an 
animal  study  which  is  simply  being  re¬ 
vised  to  reflect  the  latest  knowledge 
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ftbout  appropriate  scientific  procedtires 
rather  than  t^ause  of  any  concern  about 
the  scientific  validity  of  prior  results  un¬ 
der  the  former  protocol,  the  old  work  will 
undoubtedly  remain  acceptable.  Where 
the  guideline  or  advisory  opinkm  consists 
of  labeling  standards,  however,  labels 
meeting  the  old  guideline  ordinarily  will 
no  longer  remain  acceptable  after  an 
appropriate  transition  period.  Whenever 
possible,  the  notice  of  an  amended  guide¬ 
line  will  state  when  it  has  been  deter¬ 
mined  that  work  previotisly  undertaken 
or  completed  on  the  basis  of  the  prior 
guideline  no  longer  remains  acceptable. 

For  the  same  reasons  that  Federal 
Register  notices  and  regulations  must  be 
available  to  all  members  of  the  public 
on  an  equal  basis,  all  draft  guidelines 
must  similarly  be  accessible  to  all  inter¬ 
ested  persons  on  the  same  basis.  Accord¬ 
ingly,  the  dissemination  of  draft  guide¬ 
lines  shall  be  subject  to  the  requirements 
of  §  2.18.  Similarly,  to  guarantee  an  op¬ 
portunity  for  interested  persons  to  com¬ 
ment  guidelines  and  to  suggest  modi¬ 
fications,  the  notice  of  availability  of  a 
guideline  shall  state  the  individual  or 
office  responsible  for  earfi  guideline  so 
that  written  comments  may  be  filed. 
Such  comments  can  then  be  used  by  the 
agency  In  considering  further  modifica¬ 
tions. 

The  Commissioner  advises  that  guide¬ 
lines  have  the  same  legal  status  as  an 
advisory  opinion.  Until  modified  or  re¬ 
voked,  they  represent  the  formal  position 
of  the  agency  and  bind  the  agency  to 
that  position.  Other  informal  communi¬ 
cations  rrfating  to  acceptable  procedures 
or  standards  represent  the  best  Informa¬ 
tion  and  opinion  available  to  a  particu¬ 
lar  employee  at  a  particular  time,  but 
do  not  constitute  a  guideline  or  advisory 
opinion  and  thus  do  not  obligate  the 
agency  to  follow  the  views  expressed. 

The  Commissioner  emphasizes  that 
only  those  guidelines  which  are  issued 
by  the  Food  and  Drug  Administration 
pursuant  to  §  2.20(b)  shall  have  any 
official  status.  Other  written  documents 
shall,  until  issued  as  guidelines,  stand 
on  the  same  legal  footing  as  any  iiiformal 
communication  by  an  agency  employee. 
Accordingly,  it  will  be  important  for  all 
such  written  documents  relied  upon 
throughout  the  agency  to  be  reviewed 
and  a  decision  made  whether  they  should 
be  issued  as  guidelines  pursuant  to  these 
provisions  or  should  no  longer  be  used 
by  the  agency.  To  complete  this  process, 
$  2.20(b)  will  not  become  effective  for 
180  days.  Those  internal  written  docu¬ 
ments  which  have  not  been  issued  as 
guidelines  by  that  time  will  no  longer  be 
regarded  as  having  official  agency  ap¬ 
proval  as  r^resenting  acceptable  pro- 
cediurea  or  standards  and  will  have  no 
status  other  than  as  representing  the 
views  of  a  particular  employee. 

Section  2.20(c)  deals  with  agency 
recommendations  which  are  not  pub¬ 
lished  in  the  Federal  Register  as  regula- 
tkms.  In  additioo  to  guidelines,  which  re¬ 
late  to  regulatory  matters  which  fall 
within  the  laws  administered  by  the 
Commissioner,  the  Food  and  Drug  Ad¬ 


ministration  also  formulates  and  dissem¬ 
inates  recommendations  about  matters 
which  are  authoriaed  by,  but  do  not  in¬ 
volve  direct  regulatory  action  under, 
those  laws.  Examples  are  model  State 
and  local  ordinances,  recommendations 
for  physicians  and  technicians  in  the 
proper  use  of  machines  and  products, 
and  other  similar  matters. 

The  Commissioner  concludes  that 
recommendations  of  this  nature  may  be 
handled  pursuant  to  the  procedures  for 
guidelines,  except  that  they  shall  be  in¬ 
cluded  in  a  s^arate  public  file  estab¬ 
lished  by  the  Hearing  Clerk.  Thus,  rec¬ 
ommendations  may  be  made  public  in 
the  same  systematic  and  comprehensive 
way.  Of  course,  recommendations  may 
also  be  incorporated  in  agency  regula¬ 
tions. 

Finally,  §  2.20(d)  deals  with  agency 
agreements.  The  Food  and  Drug  Admin¬ 
istration  enters  into  agreements,  mem¬ 
oranda  of  understanding,  and  other 
similar  formal  written  documents  with 
government  agencies,  foreign  goven- 
ments,  companies  subject  to  the 
agency’s  regulatory  jurisdiction,  and 
other  persons.  All  of  these  are  required 
to  be  pmblished  in  the  Federal  Register 
and  included  in  the  public  file  on  agree¬ 
ments  established  by  the  Public  Records 
and  Documents  Center  pursuant  to 
§  4.108.  Any  such  document  not  Included 
in  that  public  file  shall  be  deemed  to  be 
rescinded  and  shall  have  no  force  or  ef¬ 
fect  whatever. 

participation  in  outside  standard- 
settinc  AcnvrriES  (S  2.21) 

As  the  Pood  and  Drug  Administration 
has  increased  its  reliance  upon  regula¬ 
tions  to  establish  standards  to  regulate 
the  practices  and  products  of  those  sub¬ 
ject  to  the  laws  administered  by  the  Com¬ 
missioner,  questions  about  the  activities 
of  agency  employees  in  outside  standard¬ 
setting  activities  have  arisen.  The  Com¬ 
missioner  has  concluded  that  agency  pol¬ 
icy  (m  this  matter  should  be  reflected  in 
new  §  2.21. 

“Standard-setting  activities”  is  defined 
broadly  to  Include  all  of  the  same  tech¬ 
nical  and  policy  criteria  that  are  properly 
the  subject  of  agency  regulations  and 
guidelines.  In  general,  the  Food  and  Drug 
Administration  encourages  employee  par¬ 
ticipation  in  outside  standard-setting  ac¬ 
tivities  that  are  in  the  public  interest. 

Section  2.21  divides  outside  standard¬ 
setting  activities  into  three  categories: 
Those  conducted  by  other  Federal  gov¬ 
ernment  agencies;  those  conducted  by 
State  and  local  government  agencies  and 
by  United  Nations  organizations  and 
other  international  organizations  and 
foreign  governments  pursuant  to  treaty; 
and  those  conducted  by  private  groups 
and  organizations. 

With  respect  to  all  three  categories  of 
standard-setting  activities,  any  agency 
employee  may  participate  after  the  ap¬ 
proval  by  the  relevant  bureau  director  or 
the  Commissioner  of  Form  PHS3763 
(“Request  for  approval  of  appointment  as 
liaison  representative”)  covering  the  ac¬ 
tivity  Involved.  This  form  and  all  per¬ 
tinent  background  material  describing 


the  activities  must  be  included  in  the 
public  file  on  standard-setting  activities 
established  for  this  purpose  by  the  Public 
Records  and  Documents  Center.  The 
Food  and  Drug  Administration  employee 
who  participates  in  these  activities  shall 
refer  all  requests  for  information  about 
or  participation  in  such  activities  to  the 
group  or  organization  responsible.  Where, 
as  often  occurs,  the  agency  employee  may 
invite  members  of  the  public  to  accom¬ 
pany  him  at  any  meeting  relating  to  such 
activities,  such  invitation  shall  be  ex¬ 
tended  to  a  representative  sampling  of 
the  public  and  not  just  to  one  interest 
group. 

Special  additional  requirements  apply 
with  respect  to  standarf-setting  activi¬ 
ties  by  private  groups  and  organizations. 
The  Food  and  Drug  Administration  em¬ 
ployee  may  participate  either  as  a  voting 
or  as  a  nonvoting  liaison  representative, 
but  participation  by  the  individual  does 
not  connote  Food  and  Drug  Administra¬ 
tion  agreement  with,  or  endorsement  of, 
any  decisions  reached.  Should  the  mat¬ 
ter  come  before  the  agency  at  a  later 
date,  that  employee  could  not  serve  as  the 
deciding  official  on  the  matter  Involved. 
Nor  will  the  fact  of  that  employee’s  par¬ 
ticipation,  per  se,  be  relevant  in  any  sub¬ 
sequent  agency  determination  with  re- 
sp^  to  the  matter. 

In  addition,  the  new  regulation  estab¬ 
lishes  minimum  standards  that  shall  ap¬ 
ply  to  all  outside  private  standard-setting 
activities  in  which  Pood  and  Drug  Ad¬ 
ministration  employees  participate.  The 
activities  must  be  based  upon  sound  sci¬ 
entific  and  technological  information, 
and  be  designed  to  protect  the  public 
against  unsafe,  ineffective,  or  deceptive 
products  or  practices.  The  activities  may 
not  be  designed  for  economic  benefit  of 
any  company,  group,  or  organization,  or 
involve  violation  of  the  antitrust  laws. 
Peihaps  most  important,  the  group  or 
organization  responsible  for  the  stand¬ 
ard-setting  activities  shall  have  a  proce¬ 
dure  through  which  any  interested  per¬ 
son  shall  have  an  opportunity  to  provide 
information  and  views  on  the  activities 
Involved,  without  the  payment  of  fees. 
The  exact  manner  in  which  this  is  ac¬ 
complished,  including  whether  such  pre¬ 
sentation  is  in  person  or  in  writing,  is  at 
the  discretion  of  the  group  or  orgsinlza- 
tion  responsible  for  the  activities. 

In  some  situations  involving  private 
standard-setting  activities,  the  Food  and 
Drug  Administration  has  a  particular 
regulatory  Interest  which  Justifies  direct 
participation  as  an  agency  activity.  Ex¬ 
amples  of  such  activities  include  the  de¬ 
velopment  of  uniform  State  and  local 
laws  and  regulations  that  will  implement 
the  same  policies  that  are  expressed  in 
the  laws  administered  by  the  Commis¬ 
sioner,  and  devriopment  of  anal3rtical 
methods  used  for  regulatory  purposes.  In 
these  situations,  tiie  Commissioner  may 
determine  that  agency  participation 
shall  be  an  official  actlvl^  that  does  con¬ 
note  agreement  with  or  endorsement  of 
the  decisions  reached,  and  that  partic¬ 
ipation  by  the  individual  will  not  in  any 
way  disqualify  him  from  consideration 
of  the  matter  If  It  should  arise  within 
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the  agency.  Any  such  determination  will 
be  included  in  the  public  file  on  the 
matter. 

Many  Food  and  Drug  Administiation 
employees  have  close  daily  contact  with 
associations  of  State  and  local  govern¬ 
ment  officials  who  have  parallel  respon¬ 
sibilities  at  the  local  level.  Many  agency 
employees  are  members  of  these  asso¬ 
ciations,  and  participate  in  their  activ¬ 
ities.  The  Commissioner  concludes  that 
the  standard-setting  activities  of  these 
associations,  of  which  1 1  are  listed  in  the 
new  regulations,  should  not  be  subject 
to  the  requirements  of  this  section.  In¬ 
stead,  a  list  of  all  committees  and  other 
groups  of  these  associations  will  be  in¬ 
cluded  in  the  public  file  on  standard-set¬ 
ting  activities  so  that  agency  participa¬ 
tion  in  these  matters  will  a  matter 
of  public  record. 

PUBLIC  CALENDARS  (S  2.22) 

Section  2.22  provides  for  two  types  of 
public  calendars  to  be  disseminated 
weekly:  A  prospective  calendar  of  pub¬ 
lic  proceedings  that  will  contain  all  pub¬ 
lic  meetings  and  similar  events  for  the 
following  4  weeks,  and  a  retrospective 
calendar  of  private  meetings  of  top  agen¬ 
cy  officials  for  the  previous  week  with 
persons  outside  the  Federal  government. 

The  prospective  calendar  contains 
public  meetings,  conferences,  hearings, 
advisory  committee  meetings,  seminars, 
and  other  public  proceedings  of  the  Food 
and  Drug  Administration,  as  well  as  sig¬ 
nificant  public  events  involving  the  agen¬ 
cy,  such  as  congressional  hearings  and 
court  cases.  It  does  not  contain  future 
private  meetings  or  similar  nonpublic 
events,  or  public  events  of  organizations 
other  than  the  Food  and  Drug  Admin¬ 
istration  in  which  agency  employees  par¬ 
ticipate.  The  CommLssioner  concludes 
that  inclusion  of  such  meetings  and 
events  would  necessarily  be  incomplete 
and  Inaccurate  because  of  the  ne^  to 
schedule  or  cancel  meetings  or  agenda 
items  on  short  notice,  and  would  serve  no 
useful  purpose  because  others  are  not 
entitled  to  attend  private  meetings  and 
will  in  any  event  be  able  to  obtain  mem¬ 
oranda  of  meetings  shown  on  the 
retrospective  calendar  to  the  extent  per¬ 
mitted  by  the  public  information  regula¬ 
tions  contained  in  HZl  CFR  Part  4  and 
the  regulations  referenced  therein. 

The  retrospective  public  calendar  con¬ 
tains,  for  the  preceding  week,  all  of  the 
meetings  with  persons  outside  the  Fed¬ 
eral  government  and  other  significant 
events  Involving  designated  top  officials 
of  the  Food  and  Drug  Admini.stration. 
The  agency  officials  subject  to  this  re¬ 
quirement  are  set  forth  in  §  2.22(b)  (3). 

The  Commissioner  has  concluded  that 
the  retrospective  public  calendar  shall 
include  all  personal  meetings,  but  may 
or  may  not  include  oral  discussions  by 
telephone  at  the  option  of  the  official 
making  the  report.  Any  meeting  with  an 
onsite  contractor,  e.g.,  at  the  National 
Center  for  Toxicological  Research,  need 
not  be  included  because  of  the  Imprac- 
ticalities  Involved.  Meetings  with  other 
persons  in  the  Federal  government,  e.g., 
with  an  official  of  another  government 


agency  or  a  member  of  Congress,  are  not 
shown  on  the  retrospective  public  cal¬ 
endar  regardless  of  whether  those  other 
persons  have  also  invited  to  the  meet¬ 
ing  persons  from  outside  the  Federal 
government. 

The  regulation  provides  that  meetings 
with  the  working  press  also  shall  not  be 
included  in  the  retrospective  calendar 
at  this  time.  This  issue  was  closely  de¬ 
bated  within  the  Food  and  Drug  Admin¬ 
istration,  and  there  is  a  contrariety  of 
views  on  it.  Some  agency  officials  believe 
that,  because  of  the  unique  status  of  the 
press  in  this  country,  such  discussions 
should  not  be  required  to  be  made  a 
matter  of  public  record.  Other  agency 
officials  strongly  believe  that  the  same 
principles  should  apply  to  the  working 
press  as  to  any  other  member  of  the 
public,  with  respect  to  meetings  and  dis¬ 
cussions.  The  Commissioner  has  con¬ 
cluded  that,  for  purposes  of  these  regu¬ 
lations,  the  working  press  will  be  exempt 
on  an  interim  basis.  The  Commissioner 
particularly  invites  comment  on  this  as¬ 
pect  of  the  regulations  so  that  a  final 
determination  can  be  made  on  the 
matter. 

Finally,  the  Commissioner  recognizes 
that  meetings  which  would  prejudice  law 
enforcement  activities,  or  would  invade 
privacy,  are  properly  excluded  from  the 
retrospective  public  calendar,  and  the 
regulations  so  provide. 

REPRESENTATION  BY  AN  ORGANIZATION 
<§  2.23) 

It  is  common  practice  for  organiza¬ 
tions  to  represent  their  members  by  filing 
petitions,  comments,  objections,  and 
otherwise  participating  in  any  adminis¬ 
trative  proceeding  of  the  Food  and  Drug 
Administration.  The  Commissioner  be¬ 
lieves  that  this  is  an  entirely  proper 
function  and  that  it  serves  very  useful 
purposes. 

At  the  same  time,  the  Commissioner 
believes  that,  when  a  trade  association 
participates  in  the  administrative  proc¬ 
ess  in  this  way,  such  representation  is 
properly  interpreted  as  expressing  the 
viewpoint  of  all  of  the  members  of  the 
trade  association  except  those  specifi¬ 
cally  excluded  by  name  in  any  submis¬ 
sion.  Accordingly,  §  2.23(b)  of  the  new 
regulations  requires  that  every  submis¬ 
sion  either  attach  a  list  of  the  members 
of  the  trade  association  or  refer  to  such 
a  list  that  is  placed  on  permanent  file 
with  the  Hearing  Clerk  and  is  kept  cur¬ 
rent  by  the  trade  association.  In  this 
way,  the  representation  of  the  trade 
association  will  be  made  a  matter  of 
public  record. 

When  a  trade  association  files  an  ob¬ 
jection  or  request  for  hearing  in  a  pro¬ 
ceeding  that  permits  an  opportunity  for 
a  formal  evidentiary  public  hearing,  all 
subsequent  action  by  the  association 
with  respect  to  such  matters  binds  each 
‘member  except  to  the  extent  that  that 
member  independently  files  its  own  ob¬ 
jection  or  request  for  hearing  or  is  other¬ 
wise  specifically  excluded  from  repre¬ 
sentation  by  the  trade  association  in 
the  matter,  in  which  case  its  rights  shall 
be  entirely  separate  and  distinct. 


It  has  been  common  practice  for  trade 
associations  and  other  organizations  to 
file  declaratory  judgment  actions  or 
other  judicial  review  proceedings  on  be¬ 
half  of  their  members  to  determine  the 
legality  of  Food  and  Drug  Administra¬ 
tion  action.  Again,  the  Commissioner  be¬ 
lieves  that  such  activity  is  entirely  proper 
and  serves  a  useful  public  purpose.  In  the 
opinion  of  the  Commissioner,  a  trade  as¬ 
sociation  or  other  membership  organiza¬ 
tion  has  standing  in  the  courts  to  repre¬ 
sent  its  membership  in  such  matters,  and 
the  Food  and  Drug  Administration  will 
not  interpose  procedural  objections  to 
such  standing. 

In  the  past,  however,  after  a  trade 
associaticHi  h^  obtained  an  adverse 
judicial  interpretation  with  respect  to  a 
particular  issue,  its  members  hare  con¬ 
tinued  to  litigate  the  matter  in  sepa¬ 
rate  judicial  proceedings.  For  example, 
after  the  Pharmaceutical  Manufsu:turers 
Association  unsuccessfully  challenged 
agency  regulations  governing  adequate 
and  wrell-controUed  clinical  investiga¬ 
tions  in  Pharmaceutical  Manufacturers 
Ass’n  v.  Richardson,  318  F.  Supp.  301 
(D.  Del.  1970),  and  did  not  appeal  that 
adverse  determination,  individual  PMA 
members  continued  to  litigate  the  same 
issues  in  courts  throughout  the  country, 
and  ultimately  in  the  Supreme  Court. 
Thus,  the  benefit  of  the  initial  represent¬ 
ative  legal  action  by  the  trade  associa¬ 
tion  to  settle  an  issue  on  behalf  of  its 
members  hats  been  wholly  destroyed,  and 
litigation  has  proliferated,  wasting  pub¬ 
lic  resources  without  the  benefit  of  a  de¬ 
finitive  decision.  The  Commissioner  be¬ 
lieves  that  such  proliferation  is  contrary 
to  the  public  interest  and  to  the  purpose 
of  such  litigation,  and  that  a  determina¬ 
tion  in  any  suit  involving  a  trade  associa¬ 
tion  properly  binds  all  members  of  the 
association  and  precludes  further  litiga¬ 
tion  of  the  same  issues  by  any  associa¬ 
tion  member. 

In  the  future,  the  Commissioner  in¬ 
tends  to  take  two  independent  steps 
to  assure  that  representative  actions 
brought  by  trade  associations  or  other 
organizations  on  behalf  of  their  mem¬ 
bers  settle  Issues  and  preclude  further 
litigation  by  the  membership.  First,  the 
Commissioner  will  take  appropriate  legal 
measures  in  such  cases  to  have  the  case 
brought  or  considered  as  a  class  action 
or  otherwise  as  binding  upon  all  mem¬ 
bers  of  the  association  or  organization 
except  those  explicitly  excluded  by 
name.  Second,  regardless  whether  the 
case  is  brought  or  considered  as  a  class 
action  or  as  otherwise  binding  up<Ni  all 
members,  the  Commissioner  will  take  the 
position  in  any  subsequent  suit  involving 
the  same  issues  and  any  member  of  the 
association  or  organization  not  explicitly 
excluded  by  name  from  the  prior  suit 
that  such  issues  are  precluded  from  fur¬ 
ther  litigation  by  such  member  pursuant 
to  the  doctrines  of  collateral  estoppel  or 
res  judicata.  Accordingly.  §  2.23(c)  gives 
adequate  notice  to  all  trade  associations 
or  organizations  and  their  membership 
that  future  litigation  by  the  association 
or  organization  will  have  this  legal  effect. 
See,  e.g.,  Abbott  Laboratories  v.  Gard- 
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ner,  387  U.S.  136,  154-156  (1967),  Na¬ 
tional  Automatic  Laundry  and  Clean¬ 
ing  Council  V.  Schultz,  443  F.2d  689,  704 
(D.C.  Cir.  1971),  and  Acree  v.  Air  Line 
Pilots  Ass’n.,  390  P.2d  199,  202  (5th  Cir. 
1968). 

SETTLEMENT  PROPOSALS  (§  2.24) 

The  Commissioner  wishes  to  encourage 
settlement  of  issues  without  hearings  and 
litigation  wherever  this  is  feasible.  Ac¬ 
cordingly,  I  2.24  provides  that  settlement 
proposals  and  related  matters  may  be 
raised  by  any  person  at  any  point  in  any 
administrative  proceeding,  and  that  un¬ 
accepted  proposals  of  this  nature  shall 
not  admissible  in  evidence  in  any  Food 
and  Drug  Administration  proceeding. 
The  Food  and  Drug  Administration  will 
oppose  admission  of  such  proposals  in 
any  other  administrative  or  court  pro¬ 
ceeding.  Thus,  settlement  may  be  pro¬ 
posed  without  the  fear  that  it  will  later 
be  used  against  the  individual  to  imply 
that  he  did  not  have  confidence  in  his 
case  or  was  willing  to  concede  the  incor¬ 
rectness  of  part  of  his  position.  The 
Commissioner  recognizes  that  all  settle¬ 
ment  involves  compromise  on  the  part  of 
all  persons  involved,  and  unless  this  pro¬ 
tection  is  granted  Uie  possibility  of  set¬ 
tlement  would  be  severely  diminished. 

On  the  other  hand,  where  a  compro¬ 
mise  is  accepted,  it  may  well  be  necessary 
to  submit  the  various  settlement  pro¬ 
posals  and  related  matters  in  evidence 
in  an  administrative  or  court  proceeding 
in  order  adequately  to  explain  the  com¬ 
promise  reached.  Section  2.24  therefore 
applies  only  to  imacc^ted  proposals  for 
settlement. 

WAIVER,  SUSPENSION,  OR  MODIFICATION 

OF  PROCEDURAL  REQUIREBIENTS  (S  2.25) 

The  Commissioner  has  concluded  that 
it  is  important  to  establish  detailed  pro¬ 
cedural  rules  for  the  various  public  hear¬ 
ings  conducted  by  the  agency.  Without 
such  rules,  which  are  set  forth  in  Sub¬ 
parts  B  through  F,  neither  the  presiding 
officers  nor  the  participants  would  have 
sound  guidance  on  how  to  proceed,  and 
the  uncertainty  and  confusion  that 
would  prevail  would  substantially  hinder 
the  progress  of  these  hearings. 

By  providing  such  detailed  regulations, 
on  the  other  hand,  there  is  the  danger, 
on  occasion,  variations  will  be  necessary. 
The  Commissioner  recognizes  that  the 
procedural  requirements  for  these  hear¬ 
ings  must  have  sufficient  flexibility  to 
be  workable  in  a  wide  variety  of  situa¬ 
tions.  It  is  simply  not  possible  to  take 
accoimt  of  all  reasonable  variations  and 
exceptions  that  have  occurred  in  the 
past  and  will  occur  in  the  future.  Accord¬ 
ingly,  §  2.25  provides  that  the  Commis- 
skmer  or  the  presiding  officer  in  any 
such  hearing  may  modify  any  procedural 
requirement  with  respect  to  a  particular 
hearing  to  assure  a  fair  and  efficient 
hearing,  where  this  will  serve  the  inter¬ 
ests  of  Justice  and  not  prejudice  any 
participant. 


Formal  Evidentiary  Public  Hearings 
(Subpart  B) 

Subpart  B  of  the  new  regulations  es¬ 
tablishes  the  requirements  applicable  to 
those  situations  where  there  is  a  statu¬ 
tory  right  to  an  opportunity  for  a  hearing 
“on  a  record,”  l.e.,  a  formal  evidentiary 
trial-type  public  hearing,  usually  before 
an  administrative  law  judge,  or  where 
the  Commissioner  concludes,  in  his  dis¬ 
cretion,  that  such  an  opportunity  should 
be  provided.  The  statutory  provisions 
under  which  such  an  opportunity  is 
granted  are  listed  in  §  2.12(c)  (1) 

through  (18).  New  Subpart  B  replaces 
former  Subpart  F  of  Part  2  and  the 
provisions  in  other  parts  of  the  regula¬ 
tions  relating  to  such  specific  matters  as 
food  additives  and  new  drugs,  which 
previously  governed  formal  agency  hear¬ 
ings. 

Section  701(e)  of  the  act  originally  re¬ 
quired  a  formal  evidentiary  public  hear¬ 
ing  for  every  regulation  promulgated 
pursuant  to  that  section,  regardless 
whether  any  controversy  existed  on  the 
matter.  Because  this  Inflexible  require¬ 
ment  was  obviously  imworkable,  it  was 
amended  to  require  a  hearing  only  upon 
receipt  of  objections  and  a  request  for 
a  hearing.  See  Pub.  L.  No.  83-335,  68 
Stat.  55  (1954)  and  Pub.  L.  No.  84-905, 
70  Stat.  919  (1956) .  The  courts  have  since 
narrowed  the  requirement  for  a  hearing 
still  further,  as  reflected  in  the  provisions 
of  §  2.113(b),  discussed  below. 

One  commentator  has  pointed  out  that 
"some  of  this  country’s  gravest  adminis¬ 
trative  deficiencies  stem  from  lawyer- 
induced  overreliance  on  courtroom  meth¬ 
ods  to  cope  with  problems  for  which  they 
are  unsulted.”  Qellhom,  Administrative 
Procedure  Reform;  Hardy  Perennial,  48 
Am.  Bar  Ass’n.  Journal  243  (March 
1962).  Largely  as  a  result  of  lengthy 
trial-type  hearings  on  the  regulations 
for  special  dietary  foods  and  peanut  but¬ 
ter,  there  has  been  virtually  imanimous 
criticism  of  the  way  in  which  section 
701(e)  has  been  utilized.  See,  e.g..  Byer- 
ley,  Rx  for  Administrative  Bis:  Simpllfl- 
catlon.  Association  of  Pood  &  Drug  Offi¬ 
cials  of  the  United  States  Quarterly 
Bulletin,  Vol.  34.  No.  1,  p.  17  (January 
1970) :  Note,  FDA  Rule-making  Hear¬ 
ings:  A  Way  Out  of  the  Peanut  Butter 
Quagmire,  40  Geo.  Wash.  L.  Rev.  726 
(1972).  In  1971,  the  Administrative  Con¬ 
ference  of  the  United  States  released  a 
report  on  the  agency’s  use  of  formal 
hearings  in  which  a  number  of  recom¬ 
mendations  for  improvement  were  made. 
See  Hamilton.  Rulemaking  on  a  Record 
by  the  Pood  and  Drug  Administration,  50 
Tex.  L.  Rev.  1132  (1972).  Subsequently, 
the  Administrative  Conference  has  also 
Issued  a  report  and  recommendations 
suggesting  modification  of  the  present 
statutory  requirements  for  formal  hear¬ 
ings.  See  Hamilton,  Procedures  for  the 
Adoption  of  Rules  of  General  Applica¬ 
bility:  The  Need  for  Procedural  Innova¬ 
tion  in  Administrative  Rulemaking,  60 
Cal.  Law  R.  1276  (1972)  and  CTrampton, 


Causes  and  Cures  of  Administrative  De¬ 
lay,  58  American  Bar  Ass’n.  Journal  937 
(September  1972). 

At  about  the  same  time,  the  American 
Bar  Association  appointed  a  special  com¬ 
mittee  to  consider  the  agency’s  hearing 
procedures,  which  also  issued  a  report 
and  recommendations.  See  Pendergast, 
The  Diagnosis  and  Treatment  of  PDA 
Hearings,  Association  of  Food  &  Drug 
Officials  of  the  United  States  Quarterly 
Bulletin,  Vol.  34.  No.  1,  p.  23  (January 
1970).  These  various  reports  and  recom¬ 
mendations  have  been  widely  discussed. 
See,  e.g.,  Hamilton,  Rulemaking  on  a 
Record,  26  Pood  Drug  Cosmetic  Law 
Journal  627  (December  1971);  (joodrich, 
A  Reply  to  Professor  Hamilton’s  Com¬ 
ments  and  Recommendations  for  Pro¬ 
cedural  Reform,  26  Pood  Drug  Cosmetic 
Law  Journal  639  (December  1971). 

The  Commissioner  has  carefully  con¬ 
sidered  all  of  the  comments  and  sugges¬ 
tions,  made  in  the  course  of  these  reports 
and  discussions.  Many  are  incorporated 
into  these  new  regulations. 

During  the  same  period,  the  courts 
have  realized  that  the  use  of  a  formal 
evidentiary  public  hearing  is  not  always 
appropriate  for  agency  decisionmaking. 
In  American  Airlines,  Inc.  v.  Civil  Aero¬ 
nautics  Board,  359  F.  2d  624,  629  (D.C. 
Cir.  1965),  cert,  denied.  385  U.S.  843 
(1966) ,  the  court  noted  that  “rulemaking 
is  not  to  be  shackled,  in  the  absence  of 
clear  and  specific  congressional  require¬ 
ment,  by  Importation  of  formalities  de¬ 
veloped  for  the  adjudicatory  process  and 
basically  unsuited  for  policy  rulemak¬ 
ing.”  In  Marine  Space  Enclosures,  Inc.  v. 
Federal  Maritime  Commission,  420  F.  2d 
577,  589-590  (D.C.  Cir.  1969),  it  was  sug¬ 
gested  that,  in  appropriate  situations,  a 
formal  evidentiary  public  hearing  "may 
usefully  approach  the  legislative  rather 
than  the  adjudicatory  model.”  In  Walter 
Holm  li  Co.  V.  Hardin,  449  P.  2d  1009, 
1016  (D.C.  Cir.  1971),  the  court  stated 
that  “This  requirement  of  hearing  is  not 
shackled  by  rigidities  of  procedure  that 
may  stultify  the  regulatory  program.” 
More  recently,  in  Cooper  Latoratories, 
Inc.  V.  Commissioner,  501  P.  2d  772,  792- 
793  (D.C.  Cir.  1974),  it  was  suggested 
that  the  hearing  required  by  the  Federal 
Pood,  Drug,  and  Cosmetic  Act  with  re¬ 
spect  to  withdrawal  of  approval  of  an 
NDA  “need  not  borrow  the  character¬ 
istics  of  conventional  courtroom  contro¬ 
versy,  burdened  with  the  impedimenta 
of  ^e  kind  of  arcane  questions  ivlth 
which  lawyers  often  bedevil  expert  wit¬ 
nesses,”  by  an  on-the-record  conference- 
hearing  procedure,  modeled  on  confer¬ 
ence  discussions  between  lawyers  and 
experts.” 

Thus,  the  Commissioner  has  recognized 
that,  in  those  situations  where  complex 
scientific  and  medical  issues  are  Involved, 
a  searching  scientific  inquiry  conducted 
by  independent  experts  may  well  be  more 
appropriate  to  resolve  the  matters  in¬ 
volved  than  a  formal  evidentiary  public 
hearing.  Use  of  a  public  hearing  before 
a  Board  of  Inquiry  pursuant  to  Subpart 
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C.  or  a  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpart 

D,  has  -therefore  been  authorized.  Sim¬ 
ilarly,  where  a  legislative-type  public 
hearing  before  the  Commissioner  pur¬ 
suant  to  Subpart  E  is  appropriate  to 
consider  broad  policy  issues,  the  new  reg¬ 
ulations  provide  for  this  mechanism. 

The  courts  have  recently  sustained  the 
use  of  section  701(a)  of  the  act  for  sub¬ 
stantive  rule  making,  in  addition  to  sec¬ 
tion  701(e),  so  that  the  Pood  and  Drug 
Administration  “may  follow  streamlined 
procedures  designed  to  avoid  the  endless 
delays  that  have  tended  to  paralyze  ad¬ 
judicatory  hearings  and  render  them  in¬ 
effective  as  a  means  of  utilizing  agency 
expertise.”  See  National  Nutritional 
Foods  Ass’n.  v.  Weinberger,  —  F.  2d  — 
(2d  Clr.  1975).  As  the  Court  stated  in 
that  case,  which  Involved  an  agency  rule 
making  proceeding  with  respect  to  the 
safety  of  vitamins  A  and  D,  “Since  the 
decision  did  not  turn  on  precise  factual 
Issues  or  on  the  credibility  of  witnesses 
but  represented  a  judgment  based  upon 
consideration  of  relevant  medical  and 
scientific  data,  we  doubt  that  a  trial-type 
adversary  hearing  would  have  shed  any 
further  light  on  the  question  •  •  •” 

There  has  been  substantial  concern  ex¬ 
pressed  in  recent  years  about  the  need 
for  development  of  more  appropriate  pro¬ 
cedures  than  trial-type  hearing  for  re¬ 
solving  difficult  scientific  issues.  See,  e.g.. 

Hall,  A. . Diet  Wholesome,  But  Not 

Excessive,”  Pood  Technology,  Vol.  27,  No. 
7,  p.  61  (1973)  and  Katz.  One  Profes¬ 
sion’s  Finding  of  Pact  is  not  Necessarily 
Another’s,  22  National  Academy  of  Sci¬ 
ences  News  Report.  No.  6,  pp.  4-5  (June- 
July  1972).  The  Commissioner  believes 
that  a  Public  Board  of  Inquiry  or  a  pub¬ 
lic  advisory  committee  represents  a  feas¬ 
ible  approach  to  this  problem,  combining 
the  features  of  traditional  scientific  in¬ 
quiry  with  the  need  of  the  law  to  develop 
a  full  record  on  which  to  base  the  Com¬ 
missioner’s  decision  and  subsequent  ju¬ 
dicial  review.  The  Commissioner  is  hope¬ 
ful  that  the  flexibility  provided  by  the 
range  of  procedures  available  under  the 
new  regulations  will  be  fully  utilized  by 
the  public  and  the  regulated  Industries 
to  avoid  inappropriate  use  or  abuse  of 
formal  trial-type  hearings. 

SCOPE  OF  SUBPART  (§  2.100) 

Subpart  B  is  applicable  both  to  adjudi¬ 
catory  and  to  rule  making  proceedings 
subject  to  the  requirements  for  a  formal 
evidentiary  public  hearing  in  the  Admin¬ 
istrative  Procedure  Act,  5  U.S.C.  554,  556, 
and  557.  For  the  most  part,  the  proce¬ 
dures  are  identical  in  both  situations.  In 
a  few  instances,  however,  the  new  regu¬ 
lations  provide  different  provisions  for 
these  two  types  of  hearings. 

In  addition  to  formal  evidentiary  pub¬ 
lic  hearings  required  by  statute,  the  Com¬ 
missioner  may  also,  in  his  discretion, 
hold  such  a  hearing  with  respect  to  any 
matter  where  he  concludes  that  it  would 
be  in  the  public  interest.  ’Thus,  even  if  a 
formal  evidentiary  hearing  is  requested 
but  not  justified  pursuant  to  the  new 
regulations,  the  Commissioner  may  order 
that  a  hearing  be  held  on  the  matter 


pursuant  to  this  Subpart  if  he  concludes 
that  there  are  soimd  public  policy  rea¬ 
sons  for  doing  so. 

INITIATION  OF  A  FORMAL  EVIDENTIARY  PUB¬ 
LIC  HEARING  INVOLVING  THE  ISSUANCE, 

AMENDMENT,  OR  REVOCATION  OF  A  REGU- 

ULATION  (i  2.110) 

Section  2.110  governs  initiation  of  a 
formal  evidentiary  public  hearing 
involving  rule  making.  ’The  statutory 
provisions  covered  by  this  section  are  set 
out  in  §  2.12(c)  (1)  through  (15). 

In  general,  rule  making  that  is  subject 
to  an  opportunity  for  a  formal  eviden¬ 
tiary  public  hearing  pursuant  to  §  2.12 
(c)  (1)  through  (15)  is  no  different  than 
rule  making  that  is  subject  only  to  the 
notice-and-comment  procedures  under  5 
U.S.C.  553  and  S  2.10  of  these  regulations, 
up  through  promulgation  of  the  flnal 
regulations.  After  publication  of  a  flnal 
regulation  subject  to  this  Subpart,  how¬ 
ever,  any  person  who  would  be  adversely 
affected  shall  have  30  days  within  which 
to  file  written  objections  and  a  request 
for  a  formal  evidentiary  public  hearing. 

The  Commissioner  notes  that  section 
701(e)  of  the  act  and  the  other  related 
statutory  provisions  explicitly  provide  30 
days  within  which  objections  and  re¬ 
quests  for  hearing  may  be  submitted.  ’The 
Commissioner  has  no  legal  authority  to 
extend  this  time  period.  In  the  past, 
many  persons  have  requested,  and  been 
denied,  an  extension  of  this  30-day  pe¬ 
riod.  Accordingly,  the  new  regulations 
explicitly  provide  that  this  30-day  pe¬ 
riod  shall  not  be  extended  by  the  Com¬ 
missioner. 

The  statutory  provisions  relating  to 
color  additives  and  food  additives  are 
somewhat  different  from  those  for  other 
regulations  subject  to  this  Subpart.  Un¬ 
der  sections  409  and  706  of  the  act,  the 
notice  of  filing  of  a  petition  published  in 
the  Federal  Register  takes  the  place  of 
the  customary  proposal,  and  thereafter 
the  flnal  order  is  published  with  time  for 
objections  and  a  request  for  hearing  but 
no  time  for  additional  comment.  Under 
§5  8.9  and  121.51(h)  (21  CFR  8.9  and 
121.51(h) ),  as  established  in  the  recently 
promulgated  public  information  regula¬ 
tions,  the  Commissioner  will  make  avail¬ 
able  for  public  disclosure  all  safety  and 
functionality  data  relating  to  any  color 
additive  or  food  additive  at  the  time  of 
filing  of  the  petition,  so  that  public  com¬ 
ment  can  be  prepared  meaningfully  and 
submitted  prior  to  publication  of  the  flnal 
regulations. 

Similarly,  the  statutory  provisions  re¬ 
lating  to  new  animal  drug  regulations  ex¬ 
plicitly  eliminate  the  need  for  a  proposal 
before  promulgating  a  flnal  regulation. 
Under  section  512(1)  of  the  act,  a  new 
animal  drug  regulation  is  promulgated  by 
notice,  which  upon  publication  in  the 
Federal  Register  is  effective  as  a 
regulation. 

For  many  years,  it  has  been  customary 
to  promulgate  technical  amendments  to 
antibiotic  monographs  as  flnal  regula¬ 
tions  rather  than  as  proposals  because 
they  usually  Involve  only  technical  con¬ 
siderations  rather  than  policy  Issues,  are 
prepared  in  consultation  with  the  manu¬ 


facturers  who  must  meet  them,  and  im¬ 
pose  new  safety  requirements  in  the 
public  interest.  The  new  regulations  per¬ 
mit  the  continuation  of  this  practice 
under  these  circumstances.  Where  con¬ 
troversy  or  significant  policy  Issues  exist, 
such  amendments  will  be  published  as 
proposals  unless  public  health  considera¬ 
tions  require  that  they  be  made  effective 
immediately. 

INITIATION  OF  A  FORMAL  EVIDENTIARY  PUB¬ 
LIC  HEARING  INVOLVING  ISSUANCE,  AMEND¬ 
MENT,  OR  REVOCATION  OF  AN  ORDER 

(§  2.111) 

Section  2.111  governs  the  initiation  of 
a  formal  evidentiary  public  hearing  that 
is  adjudicatory  in  nature.  The  statutory 
provisions  involved  are  set  out  in  §  2.12 
(c)  (16)  through  (18),  and  relate  to  ap¬ 
proval  or  withdrawal  of  approval  of  new 
drugs,  new  animal  drugs,  and  biological 
licenses. 

In  these  circumstances,  the  Commis¬ 
sioner  issues  a  notice  of  opportunity  for 
hearing  on  any  proposal  to  take  adverse 
action  with  respect  to  the  particular 
matter  involved.  The  applicant  for  or 
holder  of  the  order  in  question,  and  all 
other  persons  subject  to  the  notice,  e.g., 
the  manufacturer  of  an  identical,  re¬ 
lated.  or  similar  drug  that  is  covered  by 
the  order,  shall  have  30  days  after  the  is¬ 
suance  of  the  notice  within  which  to  re¬ 
quest  a  formal  evidentiary  public  hearing 
on  the  matter. 

'The  Commissioner  notes  that,  pursu¬ 
ant  to  the  statutory  provisions  involved, 
only  specified  persons  have  the  legal 
right  to  exercise  the  opportunity  for  a 
hearing  on  these  matters.  Unlike  the 
situation  involved  in  public  rule  making, 
where  every  member  of  the  public  is 
entitled  to  an  opportunity  for  a  hearing, 
the  statute  explicitly  states  that  only  the 
persons  directly  affected  by  the  agency 
action,  i.e.,  those  who  hold  or  are  covered 
by  the  license  involved,  have  an  oppor¬ 
tunity  for  a  hearing  with  respect  to  the 
matters  Involved  under  these  three  statu¬ 
tory  provisions.  Thus,  for  example,  a 
physician  has  no  legal  right  to  a  hearing 
to  contest  withdrawal  of  approval  of  a 
new  drug. 

Nonetheless,  the  Commissioner  may,  in 
his  discretion,  grant  a  formal  evidentiary 
public  hearing,  or  some  other  type  of 
public  hearing,  e.g..  a  public  hearing  be¬ 
fore  the  Commissioner  pursuant  to  Sub¬ 
part  E  of  the  new  regulations,  upon  the 
request  of  any,  interested  person  even 
though  he  may  not  have  the  statutory 
light  to  a  hearing.  The  Commissioner 
will  carefully  consider  any  request  for  a 
hearing  involving  a  new  drug,  new 
animal  drug,  or  biologies  license,  even 
though  the  person  submitting  the  re¬ 
quest  has  no  statutory  opportunity  for 
a  hearing  on  the  matt.er  involved. 

Specific  provisions  are  included  in 
other  sections  in  agency  regulations  re¬ 
lating  to  a  request  for  hearing  upon  ad¬ 
verse  action  relating  to  new  drugs,  new 
animal  drugs,  and  biological  licenses,  i.e., 
5§  314.200,  514.200,  and  601.7(a).  The 
new  regulations  cross-reference  these  ex¬ 
isting  provisions. 
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FILING  OBJECTIONS  AND  REQUESTS  FOR  A 

HEARING  ON  A  REGULATION  OR  ORDER 

(§  2.112) 

Section  2.112  of  the  new  regulations 
specifies  with  particularity  the  form  in 
which  objections  to  agency  action  and 
requests  for  a  hearing  must  be  submit¬ 
ted.  In  general,  each  objection  must  be 
separately  numbered  and.  if  a  hearing  is 
requested  on  it,  accompanied  by  a  de¬ 
tailed  description  and  analysis  of  the 
specified  factual  information  intended  to 
be  presented  in  support  of  the  objection 
if  a  hearing  is  held.  Under  §  2.113(b)  (6) , 
the  failure  to  follow  this  form,  or  to  file 
it  within  the  time  period  specified,  will 
result  in  denial  of  a  hearing.  As  discussed 
in  paragraph  16  of  the  preamble  to  the 
hearing  r^ulations  for  new  drugs  and 
antibiotics  published  in  the  Federal 
Register  of  March  13, 1974  (39  PR  9750) , 
it  is  not  necessary  to  submit  unfavorable 
data  and  information  in  requesting  a 
hearing,  but  if  a  hearing  is  granted  such 
unfavoi^le  data  and  information  will 
be  required  to  be  submitted  pursuant  to 
$  2.153  (a)  (2)  and  (b). 

RULING  ON  OBJECTIONS  AND  REQUESTS  FOR 
HEARING  (S  2.113) 

Based  upon  any  objections  or  requests 
for  hearings  filed  pursuant  to  §§2.111 
and  2.112,  the  Commissioner  has  a  num¬ 
ber  of  options  to  pursue.  First,  he  may 
modify  or  revoke  the  regulation  or  order 
involved.  Second,  he  may  order  a  formal 
evidentiary  public  hearing  or  an  alterna¬ 
tive  form  of  hearing  on  the  matter. 
Third,  he  may  deny  any  hearing  as  un¬ 
justified  and  let  the  regulation  or  order 
stand  unmodified. 

Section  2.113(b)  sets  out  the  criteria 
under  which  the  Commissioner  shall  de¬ 
termine  whether  a  request  for  hearing 
has  been  justified.  The  Commissioner  be¬ 
lieves  that  these  criteria  accurately  re¬ 
flect  the  legal  standards  enunciated  by 
the  courts  in  litigation  on  these  matters 
during  the  past  few  years.  See,  e.g., 
Weinberger  v.  Hynson,  Westcott  & 
Dunning.  Inc.,  412  U.S.  ©09,  620-622 
(1973);  Cooper  Laboratories,  Inc.  v. 
Commissioner.  501  P.2d  772,  776-777,  780 
n.22  (D.C.  Cir.  1974) ;  Hess  &  Clark  v. 
Food  &  Drug  Administration,  495  P.2d 
975,  982-985  (D.C.  Cir.  1974) ;  Gulf  States 
Utilities  Co.  v.  Federal  Power  Comm’n., 
411  U.S.  747,  772-775  (1973);  Federal 
Power  Comm’n.,  411  U.S.  747,  772-775 
(1973);  Federal  Power  Comm’n.  v. 
Texaco,  377  U.S.  33,  39-41  (1964) ;  United 
States  v.  Storer  Broadcasting  Co.,  351 
U.S.  192,202-205  (1956) ;  Municipal  Light 
Boards  v.  Federal  Power  Comm’n.,  450 
P.2d  1341,  1345-1346  (D  C.  Cir.  1971); 
Citizens  for  Allegan  Coxmty,  Inc.  v.  Fed¬ 
eral  Power  Comm’n.,  414  F.2d  1125,  1128- 
1129  (DC.  Cir.  1969);  Total  Telecable, 
Inc.  V.  Federal  Conununications  Com¬ 
m’n..  411  F.2d  639,  641-642  (9th  Cir, 
1969) ;  Virginia  Electric  &  Power  Co.  v. 
Federal  Power  Comm’n.,  351  P.2d  408, 
410  (4th  Cir.  1965) ;  and  Dyestuffs  and 
Chemicals  Inc.  v.  Flemming,  271  F.2d 
281,  286-287  (8th  Cfir.  1959) ,  cert,  denied, 
362U.S.911  (1960). 

To  justify  a  hearing,  there  must  be  a 
genuine  and  substantial  issue  of  fact  for 


example,  the  Food  and  Drug  Adminis¬ 
tration  is  presently  engaged  in  rule  mak¬ 
ing  proce^ngs  to  establish  monographs 
for  OTC  drug  products  and  for  biological 
products.  Once  those  monographs  are 
promulgated  and  made  effective,  new 
drug  applications  and  biological  licenses 
which  are  not  in  conformity  with  the 
monographs  will  be  revoked  or  required 
to  be  amended  to  be  consistent  wi^  the 
monographs.  Hearings  will  not  be 
granted  with  respect  to  such  revocation 
or  amendment,  since  the  issue  will  al¬ 
ready  have  been  decided  in  the  rule  mak¬ 
ing  proceeding.  The  proper  procedure  for 
any  aggrieved  manufacturer  will  be  to 
request  an  amendment  of  or  waiver  from 
the  monograph. 

In  some  instances,  a  request  for  hear¬ 
ing  may  present  a  close  question  as  to 
whether  a  hearing  is  justified,  or  the 
Commissioner  may  otherwise  be  imcer- 
tain  as  to  whether  the  public  interest 
justifies  a  hearing.  In  such  circum¬ 
stances,  §  2.113(d)  provides  that  the 
Commissioner  may  serve  upon  the  party 
involved  a  proposed  order  denying  a 
hearing,  and  the  party  shall  have  30 
days  within  which  to  respond  with  jus¬ 
tification  for  the  hearing. 


resolution  at  the  hearing.  If  there  are 
only  policy  or  legal  issues  involved,  rather 
than  factual  issues,  there  Is  no  require¬ 
ment  that  a  hearing  be  held  on  the 
matter. 

The  factual  issue  must,  moreover,  be 
capable  of  being  resolved  by  available 
and  specifically  identified  reliable  evi¬ 
dence.  A  request  for  hearing  accompa¬ 
nied  only  by  general  allegations  or  de¬ 
nials  or  descriptions  of  contentions  will 
not  be  sufficient  to  justify  a  hearing. 
Such  a  request  must  be  accompanied  by 
a  detailed  description  and  analysis  of  the 
specific  factual  information  intended  to 
be  presented  in  the  event  that  a  hearing 
is  held,  not  by  general  allegations.  The 
failure  to  identify  reliable  evidence  to  be 
presented  at  the  hearing  will  result  in  a 
decision  that  the  hearing  has  not  been 
justified. 

The  specific  evidence  identified  in  a  re¬ 
quest  for  hearing  must  be  adequate  to 
justify  resolution  of  the  factual  issue  in 
the  way  sought  by  the  person  submitting 
the  request.  If  the  Commissioner  con¬ 
cludes  that,  even  assuming  the  truth  and 
accuracy  of  all  of  the  data  and  informa¬ 
tion  submitted  in  support  of  the  objec¬ 
tion  and  request  for  the  hearing,  they 
are  insufficient  to  justify  the  factual  de¬ 
termination  urged,  there  is  no  issue  of 
fact  remaining  and  thus  no  point  what¬ 
ever  in  conducting  a  hearing  on  the  mat¬ 
ter.  For  example,  an  aUegation  that  a 
regulation  may  have  a  particular  eco¬ 
nomic  impact  may  be  accepted  by  the 
Commissioner  as  factually  true,  without 
the  need  for  a  hearing,  and  still  not  re¬ 
quire  any  change  in  the  regulation  in¬ 
volved.  Summary  disposition  of  the  mat¬ 
ter  is  clearly  warranted  at  that  stage  of 
the  proceeding.  If.  on  the  other  hand, 
the  data  and  information  submitted  are 
on  their  face  sufficient  to  justify  the  fac¬ 
tual  determination  urged  and  the  Com¬ 
missioner  would  change  the  regulation 
or  order  if  such  facts  were  proved  to  be 
true,  a  hearing  on  the  issue  is  warranted. 
Thus,  a  hearing  will  be  denied  only  where 
tliere  is  no  relevant  factual  issue  in  dis¬ 
pute. 

Resolution  of  the  factual  issue  in  the 
way  sought  by  the  person  must  be  ade¬ 
quate  to  Justify  the  relief  requested  in 
the  objections  and  requests  for  hearing. 
Irrelevant  factual  contentions  that  are 
not  determinative  or  controlling  with  re¬ 
spect  to  the  relief  requested  will  not  jus¬ 
tify  a  hearing.  In  some  instances  in  the 
past,  the  Commissioner  has  received  re¬ 
quests  for  a  hearing  on  food  standards 
which  fail  to  include  a  product,  but  which 
do  not  exclude  or  otherwise  affect  that 
product.  Under  these  circumstances,  a 
hearing  is  not  justified.  Whenever  there 
is  an  effect  upon  a  product,  however,  a 
hearing  may  be  justified.  See,  e.g.,  A.  E. 
Staley  Mfg.  Co.  v.  Secretary  of  Agri¬ 
culture.  120  F.2d  258  (7th  Cir.  1941). 

The  action  requested  must  not,  on  its 
face,  be  inconsistent  with  or  in  violation 
of  any  provision  of  the  act  or  in  any 
agency  regulation  particularizing  the 
statutory  standards.  Instead  of  request¬ 
ing  a  hearing  under  these  circumstances, 
the  proper  procedure  for  the  person  to 
follow  is  to  request  an  amendment  or 
waiver  from  the  regulation  Involved.  For 


MODIFICATION  OR  REVOCATION  OF 
REGULATION  OR  ORDER  (§  2.114) 

Based  upon  objections  or  a  request  for 
hearing,  the  Commissioner  may  modify 
or  revoke  the  regulation  or  order  in¬ 
volved,  in  whole  or  in  part.  Such  modifi¬ 
cation  or  revocation  shall  be  accom¬ 
plished  through  a  further  Federal  Regis¬ 
ter  notice.  Thereafter,  further  objections 
or  requests  for  hearing  may  be  submitted 
with  respect  to  such  modification  or  rev¬ 
ocation,  but  not  with  respect  to  any  other 
provisions  in  the  regulation  or  order  in¬ 
volved.  Such  other  provisions  shall  be¬ 
come  final  upon  expiration  of  the  orig¬ 
inal  30  days  provided  for  objections  or 
requests  for  hearing,  and  cannot  there¬ 
after  be  reopened  except  upon  further 
notice  by  the  Commissioner  specifically 
reopening  them. 


Where  the  Commissioner  concludes 
that  a  formal  evidentiary  public  hearing, 
or  the  alternative  form  of  hearing  re¬ 
question,  is  not  justified,  §  2.115  requires 
that  he  issue  a  notice  of  such  determina¬ 
tion  in  the  Federal  Register.  In  accord¬ 
ance  with  present  procedure  and  appli¬ 
cable  case  law,  any  such  determination 
must  specify  the  reasons  therefor. 

Section  2.115(b)  specifies  the  record  of 
the  administrative  proceeding.  That  ad¬ 
ministrative  record  shall  constitute  the 
exclusive  record  for  the  Commissioner’s 
decision,  and  the  record  upon  which  sub¬ 
sequent  court  review  of  the  denial  of  a 
hearing  may  be  obtained. 

In  some  Instances,  a  request  for  hear¬ 
ing  may  be  granted  on  some  issues  and 
denied  on  others.  Under  these  circum¬ 
stances,  the  denial  constitutes  final 
agency  action  on  that  matter,  and  is 
subject  to  judicial  review  pursuant  to  the 
specific  statutory  provisions  relating  to 
that  subject  matter.  The  time  for  filing  a 
petition  for  judicial  review  begins  to  nm 
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on  the  date  of  publication  in  the  Fed¬ 
eral  Register  of  the  Commissioner’s  de¬ 
termination  denying  a  public  hearing  on 
those  particular  Issues.  The  failure  to 
file  such  a  i>etition  within  the  time  pe¬ 
riod  established  by  the  specific  statutory 
provisions  governing  the  matter  consti¬ 
tutes  a  waiver  of  the  right  to  judicial  re¬ 
view  of  those  particular  Issues  at  any 
later  time,  regardless  whether  a  hearing 
has  been  granted  on  other  issues.  In  this 
way,  there  will  be  prompt  judicial  re¬ 
view  of  any  partial  denial  of  a  hearing. 
In  the  event  that  a  reviewing  court  con¬ 
cludes  such  denial  to  be  Improper,  the 
issues  Involved  can  then  be  added  to  the 
hearing  before  it  is  concluded. 

JUDICIAL  REVIEW  AFTER  WAIVER  OF  HEARING 
ON  A  REGULATION  (§  2.116) 

In  the  past,  it  has  been  assumed  that 
any  person  who  wishes  to  obtain  judicial 
review  of  the  Commissioner’s  decision 
on  a  final  regulation  which  is  subject  to 
an  opportunity  for  a  hearing  must  re¬ 
quest  a  hearing,  and  go  through  the 
entire  hearing  process,  before  he  may  ob¬ 
tain  such  review  in  the  courts.  The  Com¬ 
missioner  concludes  that  tliis  is  a  waste¬ 
ful  procedure  that  is  not  required  by  the 
statute.  Accordingly,  §  2.U6  of  the  regu¬ 
lations  provides  a  procedure  under 
which  judicial  review  may  be  obtained 
on  any  regulation  which  is  subject  to  an 
opix>rtunlty  for  a  formal  evidentiary 
public  hearing  without  the  necessity  of 
requesting  or  conducting  such  a  hearing. 

Under  this  procedure,  the  interested 
person  need  submit  only  an  objection  to 
the  final  regulation  Involved.  After  the 
Commissioner  Issues  a  notice  in  the  Fed¬ 
eral  Register  ruling  upon  any  such  ob¬ 
jection,  the  person  may  then  appeal  the 
Commissioner’s  ruling  on  that  objection 
to  a  United  States  Court  of  Appeals  pur¬ 
suant  to  the  applicable  statutory  provi¬ 
sions  in  the  act.  The  record  for  review 
shall  be  the  administrative  record  of  the 
proceeding  designated  in  the  new 
regulations. 

The  Commissioner  notes  that  this 
procedure  will  not  be  available  where  a 
hearing  is  in  fact  requested  and  justified 
on  the  particular  matter  involved  by 
some  other  person.  Under  those  circum¬ 
stances,  since  the  matter  will  be  the  sub¬ 
ject  of  a  formal  evidentiary  hearing  or 
an  alternative  form  of  hearing,  it  would 
be  impermissible  to  have  it  also  subject 
to  Immediate  court  review  while  the  is¬ 
sue  is  being  reviewed  in  a  hearing.  If  a 
hearing  is  requested  and  justified  on  an 
unrelated  aspect  of  the  matter,  however, 
immediate  court  review  of  an  adverse 
ruling  on  an  objection  can,  and  indeed 
must,  be  obtained  pursuant  to  this  new 
procedure.  The  failure  to  file  a  petition 
for  court  review  within  the  statutory 
time  period  after  the  Commissioner’s 
determination  rejecting  the  objections 
constitutes  a  waiver  of  judicial  review  on 
those  objections. 

This  procedure  is  quite  similar  to  the 
procedure  used  for  review  of  regulations 
issued  by  the  Commissioner  under  sec¬ 
tion  701(a)  of  the  act  which  are  review- 
able  in  the  courts  under  the  Administra¬ 
tive  Procedure  Act,  5  U.S.C.  701  et  seq., 
except  that  the  statutory  provisions  of 


the  act  permit  direct  review  in  a  United 
States  Court  of  Appeals  rather  than  in 
a  United  States  District  Court.  ’The  rec¬ 
ord  for  review  upon  such  appeal  is,  how¬ 
ever,  the  same  record  in  both  instances, 
l.e.,  the  administrative  record  compiled 
before  the  Commissioner  on  the  basis  of 
which  he  made  his  decision. 

The  Commissioner  concludes  that  this 
procedure  will  substantially  expedite 
matters  by  eliminating  the  necessity  for 
a  public  hearing  prior  to  court  review 
of  any  matter  on  which  an  interested 
person  wishes  to  institute  legal  challenge. 
It  will  provide  a  fair  and  efllcient  pro¬ 
cedure  for  such  challenge,  without  bur¬ 
dening  both  the  party  involved  and  the 
Food  and  Drug  Administration  In  a 
needless  public  hearing.  ’The  courts  will, 
moreover,  have  a  full  administrative  rec¬ 
ord  to  review,  even  without  the  public 
hearing.  That  record  will  consist  of  all 
of  the  relevant  Federal  Register  notices, 
a  full  articulation  of  the  Commissioner’s 
decision,  including  the  reasons  for  his 
rejection  of  the  objections  filed  to  the 
final  regulation,  and  all  of  the  data  and 
information  on  which  the  Commissioner 
and  the  other  parties  to  the  matter  have 
relied.  The  reviewing  court’s  determina¬ 
tion  of  whether  the  Commissioner’s  de¬ 
cision  is  supported  by  substantial  evi¬ 
dence  of  record  In  this  Instance  will 
therefore  be  no  more  dlfiBcult,  and  In¬ 
deed  probably  no  different,  than  its  de¬ 
termination  after  a  public  hearing  Is 
held  on  a  matter. 

request  for  alternative  form  of  public 

HEARING  (S  2.117) 

For  the  reasons  already  noted  above, 
the  Commissioner  has  concluded  that  it 
is  important  to  establish  alternative 
forms  of  public  hearings  in  addition  to 
the  formal  evidentiary  public  hearing 
provided  *in  Subpart  B  of  tlie  new  regu¬ 
lations.  Section  2.117  provides  that  a  per¬ 
son  who  has  a  right  to  an  opportunity  for 
a  formal  evidentiary  hearing  may  waive 
that  opportunity  and,  in  lieu  thereof,  re¬ 
quest  a  public  hearing  before  a  Public 
Board  of  Inquiry  pursuant  to  Subpart  C, 
a  public  hearing  before  a  public  ad¬ 
visory  committee  pursuant  to  Subpart  D, 
or  a  public  hearing  before  the  Commis¬ 
sioner  pursuant  to  Subpart  E.  Such  a 
waiver  may,  but  need  not,  be  condi¬ 
tioned  upon  the  grant  of  one  of  these 
alternative  forms  of  hearing.  Such  a  re¬ 
quest  may  be  on  his  own  initiative  or  at 
the  suggestion  of  the  Commissioner.  ’The 
Commissioner  anticipates  that,  in  many 
instances,  such  a  person  will  request  a 
hearing  imder  Subpart  B  and  then  in¬ 
dicate  his  willingness  to  waive  that  right 
to  a  hearing,  conditioned  upon  the  use 
of  an  alternative  form  of  hearing.  A  re¬ 
quest  for  an  alternative  form  of  hearing 
will  be  filed  by  the  Hearing  Clerk  in  the 
same  administrative  file  as  any  related 
objections  and  request  for  hearing  under 
Subpart  B. 

'The  Commissioner  has  concluded  that, 
at  this  time,  an  alternative  form  a  hear¬ 
ing  will  be  used  only  where  all  persons 
who  have  a  right  to  a  formal  evidentiary 
public  hearing,  and  who  justify  such  a 
hearing,  agree  to  the  alternative  form. 
Under  recent  case  law.  It  is  clear  that 


an  alternative  form  of  hearing  could  in 
many  instances  be  required  even  without 
the  consent  of  the  parties.  ’The  Commis¬ 
sioner  believes,  however,  that  It  will  be 
unnecessary  to  resort  to  this  tyiie  of  re¬ 
quirement,  and  that  parties  to  a  hearing 
will  readily  agree  to  the  form  of  hearing 
that  will  resolve  the  issue  most  expedi¬ 
tiously.  Should  this  not  occur,  however, 
the  Commissioner  will  reconsider  this 
portion  of  the  new  regulations  and  may 
require  use  of  alternative  forms  of  hear¬ 
ings  where  they  are  more  appropriate 
under  the  circumstances  involved. 

The  Commissioner  may,  of  course, 
determine  to  hold  an  alternative  form  of 
public  hearing  even  where  the  formal  re¬ 
quirements  for  justifying  a  formal  evi¬ 
dentiary  public  hearing  are  not  fully  sat¬ 
isfied.  Where  close  questions  arise  with  re¬ 
spect  to  justification  for  a  formal 
evidentiary  public  hearing.  It  may  well 
be  in  the  best  interests  of  all  parties  to 
agree  to  the  use  of  an  alternative  form  of 
hearing  rather  than  to  conduct  litigation 
on  the  question  whether  a  formal  evi¬ 
dentiary  public  hearing  has  been 
justified. 

If  the  Commissioner  determines  that 
an  alternative  form  of  public  hearing 
should  be  used,  a  Federal  Register  notice 
shall  be  published  setting  forth  all  of  the 
pertinent  information  relating  to  the 
hearing.  Including  any  provision  of  the 
regulation  or  order  which  has  been 
stayed,  the  issues  to  be  considered  at  the 
hearing,  and  similar  matters.  If  the  hear¬ 
ing  is  to  be  conducted  by  a  Public  Board 
of  Inquiry  or  a  public  advisory  commit¬ 
tee,  the  notice  wlU  state  whether  the 
findings  and  conclusions  resulting  from 
the  hearing  will  be  handled  as  a  recom¬ 
mended  decision  or  as  an  initial  decision. 

NOTICE  OF  hearing;  stay  of  action 

(§  2.II8) 

If  the  Commissioner  determines  that  a 
request  for  hearing  justifies  a  formal 
evidentiary  public  hearing,  he  must  is¬ 
sue  a  notice  of  that  determination  in  the 
Federal  Register,  setting  forth  all  relev¬ 
ant  information  about  the  hearing,  such 
as  a  statement  as  to  which  parts,  if  any, 
of  the  regulation  or  order  involved  are 
stayed  pending  the  hearing,  the  parties 
to  the  hearing,  the  issues  to  be  consid¬ 
ered  at  the  hearing,  whether  the  presid¬ 
ing  oflQce  will  prepare  a  recommended 
decision  or  an  initial  decision,  and  similar 
matters.  The  presiding  ofBcer  and  the 
time  of  the  prehearing  conference  may 
be  included  in  the  notice  of  hearing  or 
may  be  published  in  a  later  notice. 

The  Commissioner  notes  that  the  vari¬ 
ous  provisions  of  the  act  subject  to  §  2.12 
and  Subpart  B  state  different  require¬ 
ments  with  resi>ect  to  whether  a  regula¬ 
tion  or  order  is  automatically  stayed 
pending  a  public  hearing.  All  regula¬ 
tions  and  orders  subject  to  sections  50.') 
and  701(e)  of  the  act  are  automatically 
stayed  by  the  filing  of  proper  objections 
and  requests  for  a  hearing.  Under  section 
409  of  the  act,  the  Commissioner  has 
discretion  to  stay  or  not  to  stay  a  food 
additive  regulation  pending  a  hearing. 
Neither  section  507  of  the  act  nor  sec¬ 
tion  351  of  the  Public  Health  Service  Act 
provides  for  a  stay  of  an  antibiotic  or 
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biologic  regulation  or  order  pending  a 
hearing,  and  accordingly  the  Commis¬ 
sioner  also  has  discretion  to  grant  or 
deny  a  stay  under  these  provisions. 
Where  the  Oommisstoner  has  discretion 
to  consider  a  stay,  any  request  for  a  stay 
pending  a  hearing  must  be  submitted 
pursuant  to  §  2.9  of  the  new  regulations. 

The  statement  of  the  factual  issues 
raised  by  the  objections  or  requests  for 
hearings  contained  in  the  notice  of  hear¬ 
ing  determines  the  scope  of  the  hearing. 
Although  the  presiding  officer  may  re¬ 
vise  or  restate  the  Issues,  he  may  not 
add  other  issues  or  delete  any  of  those 
Issues  contained  in  the  notice  of  hearing. 

ETFECnVE  DATE  OF  A  REGULATION  (§  2.119) 

If  no  objections  are  filed  and  no  hear¬ 
ing  Is  requested,  the  regulation  shall  be¬ 
come  effective  as  specified  In  the  notice 
promulgating  it,  and  the  Commissioner 
shall  publish  an  appropriate  notice  In 
the  Federal  Register  confirming  the 
effective  date  of  the  regulation  involved. 
Based  upon  additional  Information,  the 
Commissioner  may  also  wish  to  extend 
the  time  for  compliance  with  the  new 
regulatkm. 

EFFECXIVE  DATE  OF  AN  ORDER  (5  2.120) 

If  no  hearing  Is  requested  In  response 
to  a  notice  of  opportunity  for  bearing, 
the  Commissioner  shall  pubDsh  a  final 
order  withdrawing  approval  of  the  NDA, 
If  ADA,  or  biologies  license  invedved.  Such 
withdrawal  may,  of  oourae,  involve  the 
entire  Approval  or  only  a  portion  of  it, 
e.g^  elimination  of  a  sin^e  Indioation 
from  labeling.  The  final  order  shall 
establish  the  date  on  which  it  becomes 
effective. 

Any  person  subject  to  the  notice  of  <p- 
portunlty  for  hearing,  e.g.,  the  manu¬ 
facturer  or  distributor  of  a  drug  product 
which  is  identical,  related,  or  similar  to 
a  drug  product  named  in  the  notice,  who 
does  not  request  a  bearing  will  be  bound 
by  the  final  order  as  of  its  effective  date. 
If  one  person  requests  a  hearing  and 
others  do  not,  the  Commissioner  may 
publish  a  final  order  covering  those  who 
do  not  request  a  hearing  before  he  rules 
upon  the  other  person’s  request  for  hear¬ 
ing,  or  be  may  delay  any  such  final  order 
and  handle  them  all  at  once. 

In  accordance  with  section  512(1)  of 
the  act,  a  final  order  withdrawing  or 
mexlifying  aiproval  of  an  NADA  re¬ 
quires  that  a  corresponding  change 
forthwith  be  made  in  the  regulation 
reflecting  the  action  taken. 

APPEARANCE  AND  PRACTICE  (§§  2.130  AND 
2.131) 

Sections  2.130  and  2.131  relate  to  the 
filing  of  a  notice  of  appearance  in  any 
formal  evidentiary  public  hearing.  No 
person  need  be  licensed  or  otherwise 
specially  qualified  to  appear  on  his  own 
h^alf  or  on  behalf  of  any  other  inter¬ 
ested  person. 

No  r>erson  may  participate  in  any  pro¬ 
ceeding  without  first  having  filed  a  writ¬ 
ten  notice  of  appearance  under  these 
provisions.  A  notice  of  appearance  may 
be  stricken  by  the  presiding  officer  for 
good  cause,  in  which  case  the  person  In- 


v(dved  may  no  longer  participate  in  the 
proceeding. 

PRESIDING  OFFICER  (SS  2.140-2.144) 

Sections  2.140  through  2.144  rdate  to 
the  authority  and  functions  of  the  pre¬ 
siding  officer.  In  most  Instances  the  pre¬ 
siding  officer  will  be  an  administrative 
law  Judge.  In  general,  the  presiding 
officer  shall  have  the  authority  and  duty 
to  conduct  a  fair  and  expeditious 
hearing. 

The  Food  and  Drug  Administration 
jM^sently  hsis  no  subpoena  power,  and 
accordingly  the  presiding  oflftcer  has  no 
authority  to  require  witnesses  to  answer 
questions.  In  the  event  that  a  person 
whose  direct  testimony  has  been  pre¬ 
sented  then  declines  to  answer  any  ques¬ 
tion  presented  by  the  presiding  officer  or 
by  any  other  participant  on  cross- 
examination,  however,  the  presiding  of¬ 
ficer  may  strike  all  the  testimony  of  that 
witness.  Similarly,  where  a  participant 
in  the  hearing  falls  to  abide  by  the  regu¬ 
lations  and  the  orders  issued  by  the  pre¬ 
siding  officer,  all  evidence  presented  by 
that  participant  may  properly  be 
stricken  from  the  record. 

HXARIMC  PROCEDURES  (if  2.150-2.165) 

Sections  2.150  through  2.165  contain 
the  procedures  to  be  utillEed  in  the  con¬ 
duct  of  the  formal  evidentiary  public 
hearing. 

FILING  AND  SERVICE  OF  SUBMISSIONS 
(f  2.150) 

Section  2.150  requires  all  submissions 
relating  to  a  formal  evidentiary  public 
hearing  to  be  filed  with  the  Hearing 
Clerk  in  accordance  with  5  2.5.  Copies  of 
any  such  sutenlsslon  must  be  served  on 
all  participants  in  the  proceeding  except 
for  docvimentary  data  and  information. 

PETITION  TO  PARTICIPATE  IN  FORMA 
PAUPERIS  ii  2.151) 

Section  2.151  provides  that  the  c:!om- 
missioner  may  grant  a  participant’s  peti¬ 
tion  to  proceed  in  forma  pauperis,  v^ere 
the  person  is  indigent  and  there  is  a 
strong  public  Interest  Justification  in  his 
participation,  or  where  such  participa¬ 
tion  is  in  the  public  interest  because  it 
primarily  benefits  the  general  public. 
Under  these  circumstances,  the  partici¬ 
pant  need  file  only  one  copy  of  each  sub¬ 
mission  with  the  Hearing  Clerk,  and  the 
Hearing  Cleik  shall  then  be  responsible 
for  serving  copies  upon  all  other 
participants. 

ADVISORY  OPINIONS  <S  2.152) 

Section  2.152  provides  for  the  use  of 
advisory  opinions  to  settle  issues  during 
the  course  of  a  formal  evidentiary  public 
hearing. 

DISCLOSURE  OF  DATA  AND  INFORMATION  BY 
THE  PARTICIPANTS  ({  2.153) 

Section  2.153  requires  the  director  of 
the  agency  bureau  responsible  for  the 
matter  involved  In  the  hearing  to  sub¬ 
mit  to  the  Hearing  Clerk,  before  the  no¬ 
tice  of  hearing  Is  published,  all  relevant 
portions  of  the  administrative  proceed¬ 
ing,  all  doctiments  in  the  bureau  files 
containing  relevant  factual  data  axid  in¬ 


formation.  whether  favorable  or  unfa¬ 
vorable.  all  other  dociimentary  data  and 
information  on  which  the  bureau  relies 
for  its  position,  and  a  narrative  state¬ 
ment  of  his  position  on  the  factual  issues 
involved  and  the  type  of  evidence  in¬ 
tended  to  be  introduced  in  the  hearing. 
Within  60  days  after  the  notice  of  hear¬ 
ing  is  published,  all  other  participants 
must  file  with  the  Hearing  Clerk  the 
same  information.  The  failure  to  comply 
with  this  requirement  constitutes  a 
waiver  of  the  right  to  participate  further 
in  the  hearing  and,  in  the  case  of  a 
party,  a  waiver  of  the  right  to  a  hearing. 

The  Commissioner  notes  that  those 
portions  of  the  administrative  record 
which  are  not  relevant  to  the  issues  In 
the  hearing  will  not  be  included  in  the 
documents  filed  by  the  bureau  director. 
For  example,  if  the  manufacturing  and 
quality  control  procedures  for  a  new  drug 
are  not  in  issue  in  a  hearing  relating  to 
the  drug’s  safety  or  effectiveness,  they 
will  not  be  a  part  of  the  hearing  record 
and,  because  they  are  otherwise  pro¬ 
hibited  from  public  disclosure  pursuant 
to  the  provisions  of  Part  4  and  the  regu¬ 
lations  referenced  therein,  will  not  be 
available  for  public  disclosure. 

Such  submls^ns  may  be  supplemented 
later  in  the  proceeding  with  the  ap¬ 
proval  of  the  presiding  officer,  but  the 
Commissioner  emphasiees  that  good 
cause  must  be  shown  as  to  why  such  sup¬ 
plemental  material  was  not  reasonably 
known  or  available,  or  why  Its  relevance 
could  not  reasonably  hare  been  foreseen. 

No  participant  need  file  data  and  In¬ 
formation  already  filed  by  the  Food  and 
Drug  Administration  or  by  any  other 
participant.  ’Thus,  participants  are  en¬ 
couraged  to  exchange  and  consolidate 
lists  of  documentary  evidence  to  reduce 
duplicative  submissions. 

purpose;  oral  and  written  testimony; 

BURDEN  OF  PROOF  ($  2.154) 

Section  2.154  governs  the  presentation 
of  evidence  and  the  burden  of  proof  in  a 
formal  evidentiary  public  hearing.  ’The 
Commissioner  has  concluded  that,  since 
the  use  of  oral  direct  testimony  and  the 
use  of  cross-examination  have  been  the 
principal  causes  for  delay  of  Food  and 
Drug  Administration  hearings  in’  the 
past,  most  of  the  hearing  should  be  de¬ 
veloped  through  the  submission  of  writ¬ 
ten  documentary  and  testimonial  evi¬ 
dence.  Oral  evidence  should  be  permitted 
only  where  necessary  for  a  full  and  true 
disclosure  of  relevant  evidentiary  facts. 
See,  e.g..  Long  Island  R.R.  v.  United 
States,  318  P.  Supp.  490  (E.D.N.Y.  1970). 

Under  the  Administrative  Procedure 
Act,  5  U.S.C.  556(d),  all  direct  evidence 
in  a  formal  evidentiary  public  hearing 
involving  rule  making  may  be  required 
to  be  Introduced  in  writing,  and  a  party 
to  an  adjudicatory  proceeding  may  in¬ 
troduce  direct  testimony  either  orally  or 
in  writing.  Commentators  and  the  courts 
have  pointed  out,  however,  that  it  Is  vir¬ 
tually  Impossible  to  draw  a  clear  line 
between  rule  making  and  adjudicatory 
proceedings,  and  thus  that  the  true  na¬ 
ture  of  any  proceedings  and  the  require- 
moits  sqjplicable  to  them  must  be  con- 
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sidered  by  reviewing  the  nature  of  tlie 
issues  involved  rather  than  by  the  use  of 
arbitrary  labels.  See,  e.g.,  Appalachian 
Power  Co.  v.  Environmental  Protection 
Agency.  477  F.2d  495.  500-501  (4th  Cir. 
1973) ;  City  of  Chicago  v.  Federal  Power 
Comm’n..  458  F.2d  731,  739  (D.C.  Cir. 
1971) .  cert,  denied.  405  U.S.  1074  (1972) ; 
American  Airlines,  Inc.  v.  Civil  Aeronau¬ 
tics  Board.  359  F.2d  624,  627-632  (D.C. 
Cir.  1966),  cert,  denied.  385  U.8.  843 
(1966) ;  1  Davis,  Administrative  Law 
Treatise  §5.01;  2  Davis,  Administrative 
Law  Treatise  §  15.03:  and  Note.  The  Ju¬ 
dicial  Role  in  Defining  Procedural  Re¬ 
quirements  for  Agency  Rulemaking,  87 
Harv.  L.  Rev.  782  (1974).  This  is  par¬ 
ticularly  true  with  respect  to  Food  and 
Dnig  Administration  proceedings.  Al¬ 
though  revocation  of  an  antibiotic  mono¬ 
graph  and  withdrawal  of  approval  of  a 
new  drug  on  grounds  of  lack  of  safety  or 
effectiveness  involve  the  identical  issue, 
the  former  is  technically  regarded  as 
“rule  making”  whereas  the  latter  is  tech¬ 
nically  regarded  as  “adjudication.”  It  is 
apparent,  and  the  courts  have  recog¬ 
nized,  that  this  distinction  is  meaning¬ 
less  and  that,  under  the  circumstances, 
an  agency  may  apply  similar  procedural 
requirements  depending  upon  the  nature 
of  the  issues  involved. 

Accordingly,  the  Commissioner  has 
concluded  that  the  need  for  oral  direct 
testimony  should  depend  upon  whether 
the  type  of  proceeding  Involves  “adjudi¬ 
catory”  facts  or  “legislative"  facts.  Where 
the  Issues  involve  a  particular  party  or 
product  and  have  no  general  applicabil¬ 
ity,  e.g.,  the  failure  of  one  manufacturer 
to  use  adequate  quality  control  in  proc¬ 
essing  a  specific  drug  product,  they  will  be 
regarded  as  adjudicatory  in  nature. 
Where  the  issues  have  general  applicabil¬ 
ity,  as  is  true  with  the  safety  and  effec¬ 
tiveness  of  a  class  of  drugs  produced  by 
a  number  of  companies,  they  will  be 
regarded  as  “legislative”  or  “rule  mak¬ 
ing”  in  nature.  Accordingly,  all  issues  of 
general  applicability  will  be  subject  to 
the  requirement  for  written  direct  testi¬ 
mony,  whereas  issues  Involving  specific 
applicability  and  particular  parties  shall 
be  considered  adjudicatory  in  nature  and 
each  party  shall  determine  whether,  and 
the  extent  to  which,  he  wishes  to  pre¬ 
sent  his  direct  testimony  orally  or  In 
writing. 

With  respect  to  cross-examination,  the 
Administrative  Procedure  Act,  5  U.S.C. 
556(d).  states  that  the  same  rules  shall 
apply  in  both  rule  making  and  adjudica¬ 
tory  proceedings.  Under  the  law,  cross- 
examination  shall  be  permitted  upon  a 
showing  that  it  is  necessary  for  a  full 
and  true  disclosure  of  the  facts.  The 
Commissioner  therefore  adopts  this 
standard,  imder  which  the  presiding  of¬ 
ficer  shall  in  all  cases  determine  whether 
cross-examination  has  been  justified. 
The  burden  shall  be  on  the  party  Involved 
to  justify  cross-examination  in  each  in¬ 
stance  in  which  it  is  requested.  Ordinar¬ 
ily.  cross-examination  is  justified  when  It 
relates  to  witness  perception  or  credi¬ 
bility,  but  not  when  it  relates  to  a  judg¬ 
ment  based  on  scientific,  medical,  or  tech¬ 
nical  data. 


The  Commissioner  emphasizes  that 
these  new  regulations  do  not  eliminate 
either  oral  direct  examination  or  oral 
cross-examination.  Rather,  they  require 
that  any  participant  in  a  formal  eviden¬ 
tiary  public  hearing  justify  the  need  for 
such  oral  presentation.  Where  the  lack  of 
an  oral  presentation  can  be  shown  to 
prejudice  any  participant,  the  new  reg¬ 
ulations  provide  that  such  an  oral  pres¬ 
entation  shall  be  permitted.  According¬ 
ly,  formal  evidentiary  public  hearings 
will  be  far  less  protracted  and  legalistic 
but  will  preserve  the  right  of  each  partic¬ 
ipant  to  make  a  full  and  fair  presenta¬ 
tion  of  his  case. 

The  Commissioner  concludes  that  these 
rules  fully  meet  the  requirements  of  the 
Administrative  Procedure  Act,  as  inter¬ 
preted  by  the  courts.  They  will  neither 
hinder  the  parties  in  developing  the  rele¬ 
vant  facts,  nor  unduly  prolong  the  pro¬ 
ceeding  to  the  detriment  of  the  public  in¬ 
terest.  Any  diligent  party  will  have  full 
opportunity  to  present  all  relevant  infor¬ 
mation  for  consideration  by  the  pre¬ 
siding  officer  and  the  Commissioner. 

Pursuant  to  the  Administrative  Pro¬ 
cedure  Act,  5  U.S.C.  556(d),  the  propo¬ 
nent  of  a  regulation  or  order  has  the  bur¬ 
den  of  proof  in  any  formal  evidentiary 
public  hearing.  Except  as  otherwise  pro¬ 
vided  by  statute,  this  means  that,  where 
an  interested  person  submits  a  petition 
to  the  agency  but  the  agency  modifies  it 
in  any  significant  way,  the  agency  itself 
must  bear  the  burden  of  proof  with  re¬ 
spect  to  such  modification.  Where  the 
matter  involves  a  drug,  food  additive,  or 
color  additive,  however,  the  provisions  of 
the  act  specifically  place  the  burden  of 
proof  on  the  person  contending  that  the 
product  is  safe  or  effective  or  both  and 
who  is  requesting  approval  or  contesting 
withdrawal  of  approval.  In  these  situa¬ 
tions,  the  burden  of  proof  remains  on  any 
such  participants  regardless  whether  the 
proceeding  involves  a  denial  of  approval 
in  the  first  instance,  or  revocation  of 
prior  approval.  See,  e.g..  Environmental 
Defense  Fund  v.  Finch,  428  F.2d  1083, 
1092  n.27  (D.C.  Cir.  1970)  and  Dow 
Chemical  Co.  v.  Ruckelshaus,  447  F.2d 
1317, 1324  (8th  Cir.  1973). 

PARTICIPATION  OF  NONPARTIES  (§  2.155) 

Section  2.155  provides  that  a  nonparty 
participant  shall  have  basically  the  same 
rights  as  a  party  to  the  proceeding,  ex¬ 
cept  that  he  may  not  submit  written  in¬ 
terrogatories  or  conduct  cross-examina¬ 
tion  except  to  the  extent  that  the  pre¬ 
siding  officer  finds  that  such  additional 
rights  should  be  granted  because  the  par¬ 
ticipant’s  interests  are  not  adequately 
protected  otherwise,  or  it  is  required 
for  a  full  and  true  disclosure  of  relevant 
evidentiary  facts.  Any  person  whose  pe¬ 
tition  is  the  subject  of  the  hearing  shall 
have  the  same  rights  as  a  party,  even 
though  he  does  not  meet  the  definition 
of  a  party  in  §  2.3(a)  (10). 

CONDUCT  AT  ORAL  HEARINGS  OR  CONFERENCES 
(S  2.156) 

Section  2.156  requires  dignified  and 
ethical  conduct  by  all  participants  in  a 
hearing.  Failure  to  observe  this  require¬ 


ment  shall  result  in  exclusion  from  the 
proceeding  by  direction  of  the  presid¬ 
ing  officer.  Exclusion  of  a  participant  for 
improper  conduct  at  a  hearing  has  been 
upheld  in  the  courts.  See,  e.g.,  Ubiotlca 
Corp.  V.  Food  and  Drug  Administration, 
427  F.2d  376,  382  (6th  Cir,  1970). 

TIME  AND  PLACE  OF  PREHEARING 
CONFERENCE  ($  2.157) 

Section  2.157  provides  for  a  prehear¬ 
ing  conference  to  be  held  as  scheduled 
in  the  notice  of  hearing  or  in  a  subse¬ 
quent  notice. 

PREHEARING  CONFERENCE  PROCEDURE 
(S  2.158) 

Section  2.158  describes  the  matters  to 
be  determined  at  a  prehearing  confer¬ 
ence.  In  general,  the  purpose  of  the 
prehearing  conference  is  to  lay  out  the 
full  course  of  the  hearing  to  the  extent 
feasible,  to  identify  all  issues,  to  resolve 
all  matters  in  contention  between  the 
participants  with  respect  to  the  conduct 
of  the  hearing,  and  otherwise  to  take 
whatever  action  is  necessary  to  assure  a 
fair  and  efficient  hearing.  At  the  con¬ 
clusion  of  the  prehearing  conference,  the 
presiding  officer  must  prepare  a  written 
prehearing  order  summarizing  all  of  the 
decisions  made,  which  shall  control  the 
subsequent  course  of  the  hearing  unless 
later  modified  for  good  cause  shown.  The 
presiding  officer  may  revise  the  prehear¬ 
ing  order  as  the  evidence  develops  in 
the  course  of  the  hearing. 

SUMMARY  DECISIONS  (§  2.159) 

Section  2.159  provides  that,  just  as  in 
court  proceedings,  part  or  all  of  a  for¬ 
mal  evidentiary  public  hearing  may  be 
decided  by  summary  judgment  at  any 
point  in  the  proceeding. 

RECEIPT  or  EVIDENCE  (§  2.160) 

Section  2.160  relates  to  the  develop¬ 
ment  of  evidence  at  a  formal  evidentiary 
public  hearing.  AU  participants  will  be 
submitting  evidence  during  the  same 
time  period,  rather  than  having  it  de¬ 
velop^  in  sequence.  Separate  rules  are 
provided  with  respect  to  written  and 
oral  evidence. 

A  written  submission  to  the  record  is 
admissible  as  evidence  unless  the  docu¬ 
ment  is  not  authentic  or  is  excluded  in 
order  to  enforce  the  procedural  require¬ 
ments  of  Subpart  B.  Thus,  all  of  a  par¬ 
ticipant’s  evidence  may  be  excluded  if  he 
fails  to  comply  with  the  requirements 
for  a  hearing. 

Written  evidence  will  not  be  excluded 
as  inadmissible  on  the  ground  that  it  is 
irrelevant,  immaterial,  or  repetitive.  All 
such  evidence  shall  be  admitted  even 
though  it  is  of  no  probative  value  what¬ 
ever.  The  admission  of  written  evidence 
therefore  does  not  indicate  that  it  is  of 
any  weight  or  value  in  determining  the 
issues  raised  at  the  hearing.  ’The  Com¬ 
missioner  concludes  that  it  is  far  prefer¬ 
able  to  admit  all  written  evidence  and 
then  to  disregard  irrelevant  material  in 
reaching  a  decision,  than  it  would  be  to 
spend  substantial  time  in  debating  the 
admissibility  of  such  evidence  at  the 
hearing.  For  example,  a  scientific  study 
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or  consumer  survey  is  admissible  in  evi¬ 
dence  without  the  extensive  voir  dire  that 
usually  precedes  it,  in  full  court  trials, 
and  the  other  participants  may  then 
submit  evidence  on  any  alleged  defects  in 
the  study  or  survey  in  order  to  support 
any  contentions  they  may  wish  to  niake 
with  respect  to  the  weight  that  should 
be  given  to  it.  Admitting  all  written  testi¬ 
mony  into  evidence,  without  considera¬ 
tion  of  evidentiary  objections,  will  sub- 
stantialh’  shorten  the  time  necessary  to 
conduct  a  hearing. 

Oral  testimony,  whether  on  direct  or 
on  cross-examination,  will  be  admissible 
as  evidence  unless  it  Is  excluded  as  irrele¬ 
vant,  immaterial,  or  repetitive,  or  to 
enforce  the  procedural  requirements  re¬ 
lating  to  the  hearing.  If  such  evidence 
is  excluded,  it  shall  remain  a  part  of  the 
administrative  record,  as  a  proffer  of 
proof,  in  the  event  that  such  ruling  is 
later  challenged  on  judicial  review.  The 
Commissioner  concludes  that  excluding 
irrelevant,  immaterial,  and  repetitious 
oral  testimony  will  expedite  the  hearing 
by  reducing  the  need  for  lengthy  trial- 
type  proceedings.  Accordingly,  by  en¬ 
couraging  the  use  of  written  testimony 
and  limiting  oral  testimony  the  new  reg¬ 
ulations  will  prevent  the  type  of  pro¬ 
longed  and  contentious  hearings  for 
which  the  agency  has  been  criticued  in 
the  past. 

On  occasion,  oral  testimony  may  be 
offered  relating  to  matters  which  con¬ 
stitute  trade  secrets  and  which,  pursuant 
to  §  2.5  (j)  (3) ,  are  prohibited  from  public 
disclosure.  After  the  presiding  officer  has 
assured  himself  that  this  Is  hi  fact  the 
situation,  he  shall  order  the  portion  o£ 
the  hearing  closed  which  deals  exclusive¬ 
ly  with  oral  testimony,  whetho-  on  direct 
examination  or  croes-examination,  re¬ 
lating  to  such  matters.  Testimony  relat¬ 
ing  to  other  matters  may  not  be  offered 
during  such  a  closed  session.  The  only 
persons  who  may  attend  and  participate 
in  such  a  closed  session  are  tte  witness, 
his  counsel,  and  Federal  Oovemment  Ex¬ 
ecutive  Branch  employees  and  special 
government  employees. 

Any  party  may  at  any  time  In  the 
course  of  the  proceeding  move  for  an  or¬ 
der  that  the  submission  ol  oral  and  writ¬ 
ten  evidenoe  be  concluded.  It  is  within 
the  power  of  the  presiding  ofiBcer  to  grant 
or  deny  such  order.  Once  the  taking  of 
evidence  is  concluded,  no  additional  evi¬ 
dence  may  be  submitted  and  considered 
as  part  of  the  record  unless  the  record 
is  reopened  for  that  purpose. 

OFFICIAL  KOnCE  (§  2.161) 

Under  S  2.161,  the  presiding  officer  may 
take  official  notice  of  specified  matters  on 
his  own  Initiative  or  on  the  motion  of  any 
participant.  All  participants  shall  have 
an  <H}portunlty  to  object  to  any  specific 
matter  of  which  official  notice  is  pro¬ 
posed  to  be  taken. 

BBHrS  SKB  SBCmtEirT  (§  2.162) 

Section  2.162  assures  all  participants 
of  the  lig^t  to  file  briefs,  together  with 
proposed  findings  of  fact  and  canclusi<ms 
of  law.  at  the  conclusion  ol  the  proceed¬ 


ing.  The  presiding  officer  may  also  per¬ 
mit  oral  argument,  in  his  discretion. 

Where  a  formal  evidentiary  public 
hearing  involves  trade  secret  matters 
prohibited  from  public  disclosure  pursu¬ 
ant  to  S  2.5<j)  (3),  the  participants  who 
have  access  to  this  information,  and  par¬ 
ticularly  Food  and  Drug  Administration 
representatives,  shall  make  a  reasonable 
effort  to  avoid  disclosing  the  details  of 
such  matters  in  a  way  that  would  reveal 
the  trade  secrets  involved,  in  their  plead¬ 
ings  and  oral  argumente.  Where  such 
matters  are  at  the  very  heart  of  the  issue, 
however,  and  it  is  essential  that  they  be 
discussed  for  the  issue  to  be  resolved, 
whatever  presentation  is  necessary  un¬ 
der  the  circumstances  will  be  permitted. 

INTERLOCUTORY  APPEAL  FROM  RULING  OF 

PRESIDING  OFFICER  (S  2.163) 

Ordinarily,  an  interlocutory  appeal 
from  a  ruling  of  the  presiding  officer  to 
the  Commissioner  is  not  permitted.  Such 
an  appeal  pursuant  to  S  2.163  is  allowed 
only  where  specifically  provided  for  with 
respect  to  a  particular  matter  in  the  sub- 
pait,  or  upon  certification  of  the  matter 
by  the  presiding  officer. 

OFFICIAL  TRANSCRIPT  )§  2.164) 

All  testimony  shall  be  transcribed. 

MOTIONS  (S  2.165) 

Under  §  2.165,  any  participant  may 
make  a  motion  with  respect  to  any  mai^ 
ter  by  filing  it  with  the  Hearing  Clerk 
and  iHtividing  it  to  the  other  participants 
in  the  proceeding. 

ADMINISTRATIVE  RECORD  (55  2.170-2.173) 

Sections  2.170  through  2.173  desig¬ 
nate  the  contents  of  the  administrative 
record,  provide  for  its  examination  and 
correctkxi.  and  state  that  the  record  is 
the  sole  basis  for  decision  on  the  matter 
involved. 

TTie  administrative  record  begins  with 
the  final  regulation  or  order  and  the 
objections  and  requests  for  hearing 
thereon,  and  thus  does  not  include  any 
IMXiposed  regulation  and  comments  on 
It  which  led  to  the  final  regulation.  The 
Commissioner’s  decision  on  the  matter 
must  be  based  upon  the  evidence  intro¬ 
duced  at  the  hearing,  and  not  uix>n 
earlier  comments.  The  original  proposal 
and  some  of  or  all  the  comments  on  it 
may,  of  course,  be  introduced  as  evi¬ 
dence  by  any  participant  in  the  hear¬ 
ing  who  w^es  to  rely  upon  such 
material. 

The  Commissioner  has  csuefuUy  con¬ 
sidered  the  handling  of  data  and  Infor¬ 
mation  relevant  to  a  formal  evidentiary 
public  hearing  which  would  otherwise 
be  prohibited  from  public  disclosure  pur¬ 
suant  to  21  U.8.C.  831  (j)  and  18  U.S.C. 
1905,  as  Interpreted  and  applied  in  the 
recently  promulgated  public  Information 
regulations  contained  in  21  CFTl  Part  4 
and  the  regulations  referenced  therein. 
For  the  reasons  already  fully  discussed 
above,  5  2.5(j)  (2)  and  (3)  provides  that 
safety  and  effectiveness  data  and  infor¬ 
mation  will  be  available  for  examination 
but  not  for  copying,  and  that  manufac¬ 
turing  procedures  and  related  Informa- 


ticm  will  not  be  available  for  examination 
or  copying.  In  the  Commissioner’s  ex¬ 
perience,  this  will  mean  that,  in  virtually 
all  formal  evidentiary  public  hearings, 
all  of  the  data  and  information  neces¬ 
sary  to  full  and  meaningful  participation 
by  members  of  the  public  will  be  acces¬ 
sible. 

RECOMMENDED,  INITIAL,  TENTATIVE,  AND 
FINAL  DECISIONS  (§§  2.180-2.185) 

Sections  2.180  through  2.185  of  the  new 
regulations  govern  the  initial  decision  of 
the  presiding  officer  and  the  final  deci¬ 
sion  of  the  Commissioner.  Until  now. 
Food  and  Drug  Administration  regula¬ 
tions  have  provided  that  the  presiding 
officer  in  a  formal  evidentiary  pubUc 
hearing  shall  never  prepare  an  initial  de¬ 
cision  on  the  matters  involved,  but  shall 
always  prepare  a  report  and  certify  the 
recoil  to  the  Commissioner.  Thereafter, 
the  Commission  has  prepared  a  tenta¬ 
tive  order,  with  time  for  exceptions  by 
any  party,  and  then  a  final  order  after 
which  judicial  review  can  be  obtained. 

’The  c:k»mmissioner  has  concluded  that 
the  new  regulations  should  provide  for 
the  full  flexibility  permitted  by  the  Ad¬ 
ministrative  Procedure  Act,  5  U.S.C.  557 
(b) ,  and  thus  should  state  that  the  Com¬ 
missioner  will  in  each  Instance  decide,  in 
the  notice  of  hearing,  whether  the  pre¬ 
siding  officer  will  prepare  a  recom¬ 
mended  decision  or  an  initial  decision. 

Where  the  notice  of  hearing  states  that 
the  presiding  officer  will  prepare  a  rec¬ 
ommended  decision,  the  regulations  pro¬ 
vide  for  the  same  procedure  that  has 
been  used  in  the  past.  That  recommend¬ 
ed  decision  will  certified  to  the  Com¬ 
missioner  wlUi  the  full  record,  and  the 
(tommissioner  will  then  publish  tentative 
and  Ana.1  decisions.  This  prcx^ure  will 
ordinarily  be  used  where  the  hearing  In- 
v(dves  broad  policy  issues. 

Where  the  notloe  of  heating  states 
that  the  presiding  oflioer  will  prepare  an 
init.ia.1  decision,  or  where  the  notice  of 
healing  is  silent  on  this  matter,  the  new 
regulations  provide  that  the  initial  deci¬ 
sion  shall  stand  sis  the  finsil  decision  un¬ 
less  it  is  appealed  by  a  psuty  to  the  Com¬ 
missioner,  or  the  Commissioner  con¬ 
cludes  on  his  own  initiative  to  review  it. 
’Ihis  procedure  will  ordinarily  be  used 
where  the  hearing  involves  narrow  tech¬ 
nical  issues. 

The  same  rule  applies  with  respect  to 
the  handling  of  trade  secret  information 
prohibited  from  public  disclosure  pur¬ 
suant  to  {  2.5(J)  (3)  in  an  initial  or  rec¬ 
ommended  decision  as  applies  under  i  2.- 
162(c)  for  briefs  and  oral  argiunent  by 
the  particlpiants. 

H  the  initial  decision  Is  appealed  to  the 
Ccanmissioner,  or  he  concludes  to  review 
it  on  his  own  initiative,  the  Commis¬ 
sioner  shall  have  all  the  powers  be  would 
have  in  making  the  initial  decision,  and 
may  take  whatever  action  is  necessary  in 
the  Interest  of  justice,  including  a  re¬ 
mand  to  the  presiding  officer  for  further 
proceedings.  The  s(x>pe  of  the  issues  on 
appeal  shall  be  the  same  as  the  scope  of 
the  issues  at  the  public  hearing  unless 
the  Commissioner  cximdudes  to  limit  the 
issues  as  permitted  by  the  Administrative 
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Procedure  Act,  5  U.S.C.  557(b).  The 
Commissioner’s  decision  must,  of  course, 
be  based  upon  substantial  evidence  of 
record,  and  shall  be  published  in  the  Fio- 
ERAL  Register.  Following  his  final  deci¬ 
sion,  any  participant  may  petition  for  re¬ 
consideration  or  a  stay  of  action. 

JUDICIAL  REVIEW  <§§  2.190  AND  2.191)  . 

Sections  2.190  and  2.191  provide  for 
Judicial  review  of  the  Commissioner’s 
final  decision,  pursuant  to  the  specific 
statutory  provisions  governing  the  mat¬ 
ter  Involv^. 

Public  Hearing  Before  A  Public  Board 
Or  Inquiry  (Subpart  C) 

Subpart  C  of  the  new  regulations  estab¬ 
lishes,  as  an  alternative  to  a  formal  evi¬ 
dentiary  public  hearing,  an  Informal  pub¬ 
lic  healing  before  a  Public  Board  of  In¬ 
quiry  that  win  be  conducted  in  the  form 
of  a  scientific  Inquiry  rather  than  sis  a 
legal  trial.  The  reasons  for  providing  this 
alternative  to  a  formal  evidentiary  pub¬ 
lic  hesuing  have  been  discussed  fully 
above. 

SCOPE  OF  subpart  (§  2.200) 

The  Commissioner  may  convene  a  Pub¬ 
lic  Board  of  Inquiry  whenever  he  con¬ 
cludes,  in  his  discretion,  that  it  is  in  the 
public  Interest  to  hold  a  public  hesiring 
before  such  a  Board  with  respect  to  suiy 
matter  pending  before  the  agency.  Al¬ 
though  no  sigency  regulations  currently 
provide  for  the  right  to  a  public  hearing 
before  a  Board  of  Inquiry,  the  Commis¬ 
sioner  may  in  the  future  promulgate  reg¬ 
ulations  providing  this  right.  A  PubUc 
Board  of  Inquiry  may, also  be  requested 
by  any  person  who  has  an  opportunity 
for  a  hearing  pursuant  to  Subpart  B,  and 
who  waives  that  opportunity  and  instead 
requests  pursuant  to  S  2.117  the  estab¬ 
lishment  of  a  Board  to  act  as  an  admin¬ 
istrative  law  tribunal  with  respect  to  the 
matters  Involved.  ’The  Commissioner 
may,  in  his  discretion,  accept  or  deny 
such  a  request. 

The  Commissioner  notes  that  the  only 
persons  who  may  request  a  Board  of 
Inquiry  pursuant  to  fi  2.117  are  those 
who  are,  by  statute,  entitled  to  an  oppor¬ 
tunity  for  a  hearing  under  Subpart  B. 
For  example,  an  NDA  applicant  or  holder 
who  has  received  a  denial  of  approval  or 
withdrawal  of  approval  has  a  statutory 
right  to  request  a  hearing  on  the  matter, 
but  no  other  member  of  the  public  has 
such  a  right.  A  physician  or  other  citizen 
who  wishes  to  have  a  Board  inquire  into 
the  matter  may  request  the  Commis¬ 
sioner  to  order  such  a  hearing  pursuant 
to  his  discretionary  authority,  but  he  has 
no  legal  right  to  require  either  a  formal 
evidentiary  public  hearing  or  the  estab¬ 
lishment  of  a  Board  of  Inquiry. 

NOTICE  OF  A  PUBLIC  HEARING  BEFORE  A 
PUBLIC  BOARD  OF  INQUIRY  (§  2.201) 

Once  it  is  determined  that  a  Board 
will  be  established,  a  notice  of  hearing 
will  be  published  pursuant  to  S  2.201 
which  will  provide  the  essential  informa¬ 
tion  about  the  hearing.  If  the  hearing  is 
in  lieu  of  a  formal  evidentiary  public 


hearing  the  notice  of  hearing  will  pro¬ 
vide  all  of  the  information  required  by 
§  2.117(e),  and  the  criteria  for  granting 
a  stay  of  the  matter  pending  the  hearing 
will  be  the  same  as  for  a  formal  eviden¬ 
tiary  public  hemlng. 

MEMBERS  OF  A  PUBLIC  BOARD  OF  INQUIRY 

(S  2.202) 

Section  2.202  requires  that  the  mem¬ 
bers  of  a  Board  have  medical,  technical, 
scientific,  or  other  qualifications  relevant 
to  the  i^ues  to  be  considered  at  the 
hearing.  ’The  members  will  be  special 
government  employees  and  thus  subject 
to  the  confiict  of  interest  rules  applicable 
to  such  employees.  Although  a  Board 
member  may  be  a  full-time  or  part-time 
Federal  government  employee  or  serve 
on  a  Food  and  Drug  Adminlstratimi  ad¬ 
visory  committee,  he  may  not  be  a  full¬ 
time  or  part-time  employee  of  the  agency 
or  otherwise  act  as  a  consultant  to  the 
agency  unless  all  of  the  parties  to  the 
proceeding  agree. 

Within  30  days  after  the  notice  of  the 
hearing  before  the  Board  is  published  in 
the  Federal  Register,  each  of  the  parties 
to  the  proceeding  and  any  person  whose 
petition  is  the  subject  of  the  hearing 
shall  submit  a  list  of  five  ncmiinees  for 
members  of  the  Board.  Such  persons  may 
agree  upon  a  single  list  of  nominees.  Fol¬ 
lowing  receipt  of  such  lists,  such  persons 
may  submit  comments  on  the  other  lists 
submitted.  The  Commissioner  shall  then 
review  the  lists  and  comments  and  select 
one  member  of  the  Board  frcun  the  lists 
submitted  by  the  director  of  the  agency 
bureau  Involved  and  any  person  whose 
petition  is  the  subject  of  the  hearing,  one 
member  from  the  lists  submitted  by  the 
other  parties,  and  one  member  of  his 
own  ch(x>sing  from  any  source  whatever 
who  shall  serve  as  the  Chairman  of  the 
Board.  Thus,  although  the  parties  shall 
have  a  right  to  participate  in  the  selec¬ 
tion  of  the  members  of  the  Board,  the 
Commissioner  shall  have  the  final  deter¬ 
mination  on  this  matter. 

In  lieu  of  the  nomination  procedure 
set  out  above,  the  pcuiies  to  such  a  pro¬ 
ceeding  and  any  person  whose  petition 
is  the  subject  of  the  hearing  may  meet 
and  agree  upon  any  other  method  of  se¬ 
lection  that  is  reasonable,  subject  to  the 
approval  of  the  Commissioner.  For  ex¬ 
ample,  any  standing  advisory  committee 
of  the  agency  may  be  utilized  as  the 
Board  for  a  particiUar  proceeding. 

Since  the  Board  is  acting  as  an  admin¬ 
istrative  law  trlbimal  with  the  consent  of 
the  parties  involved,  it  does  not  meet  the 
definition  of  an  “advisory  committee’’ 
and  thus  is  not  subject  to  the  require¬ 
ments  of  the  Federal  Advisory  Commit¬ 
tee  Act  or  Subpart  D  of  these  regula¬ 
tions.  On  the  other  hand,  the  procedures 
established  for  a  Board  clearly  meet  all 
of  the  requirements  with  respect  to  pub¬ 
lic  notice  and  participation  for  an  advi¬ 
sory  committee.  The  only  difference  is 
that  a  Board  utilizes  a  public  notice  of 
hearing  rather  than  a  charter,  and  is  not 
required  to  be  approved  by  the  OfBce  of 
Management  and  Budget  and  the  De¬ 
partment. 


SEPARATION  OF  FUNCTIONS;  EX  PARTE  COM¬ 
MUNICATIONS;  ADMINISTRATTVE  SUPPORT 

(S  2.203) 

’To  assure  objectivity  and  fairness,  the 
proceedings  of  a  Board  are  subject  to  the 
same  provisions  with  respect  to  separa¬ 
tion  of  functions  and  ex  parte  communi¬ 
cations  as  are  the  proceedings  of  a  for¬ 
mal  evidentiary  public  hearing.  Similarly, 
administrative  support  for  a  Board  shall 
be  provided  only  by  the  office  of  the 
Commissioner  and  not  by  the  Bureau 
which  is  a  party  to  the  proceeding. 

SUBMISSIONS  TO  A  PUBLIC  BOARD  OF  INQUIRY 
($  2.204) 

All  submissions  to  the  Board  shall  be 
filed  with  the  Hearing  Cfierk  in  accord¬ 
ance  with  the  general  requirements 
established  in  §  2.5.  Documentary  data 
and  information  need  be  filed  only  with 
the  Hearing  Clerk,  but  all  submissions 
that  are  generally  regarded  as  “plead¬ 
ings,”  such  as  transmittal  letters,  sum¬ 
maries,  statements  of  position,  and  other 
similar  documents,  as  well  as  any  certi¬ 
fication  of  service  required  by  §  2.204(d) , 
shall  be  sent  to  each  participant  so  that 
he  will  understand  the  position  of  all  of 
the  participants  and  will  be  able  to  fol¬ 
low  the  progress  of  the  proceeding.  The 
same  provisions  with  respect  to  partici¬ 
pating  in  forma  pauperis  apply  to  a 
public  hearing  before  a  Public  Board  of 
Inquiry  as  apply  to  a  formal  evidentiary 
public  hearing. 

DISCLOSURE  or  DATA  AND  INFORMATION  BY 
THE  PARTICIPANTS  (S  2.20S) 

Section  2.205  requires  that  the  director 
of  the  responsible  agency  bureau  file  with 
the  Hearing  (^erk,  before  the  notice  of 
hearing  is  published,  the  relevant  por¬ 
tions  of  the  administrative  record  of  the 
proceeding  up  to  that  time,  a  list  of  the 
persons  whose  views  will  be  presented 
orally  or  in  writing  at  the  hearing,  all 
relevant  documents  in  the  agency  files 
containing  factual  data  and  information, 
whether  favorable  or  unfavorable,  and  all 
other  documentary  data  and  Information 
on  which  he  relies.  In  this  way,  the  full 
position  of  the  agency  with  respect  to  the 
matters  involved  will  be  made  public  at 
an  early  date. 

Within  60  days  after  the  notice  of 
hearing,  each  participant  in  the  proceed¬ 
ing  who  has  submitted  a  notice  of  ap¬ 
pearance  is  required  to  submit  the  same 
information.  Because  the  agency  will 
already  have  filed  its  Information,  no 
participant  need  submit  duplicative  doc¬ 
uments.  'Dlls  will  substantially  reduce 
the  amoimt  of  paperwork  involved. 

’These  submissions  may  be  supple¬ 
mented  later  in  the  proceeding  upon  a 
showing  of  good  cause,  but  no  partici¬ 
pant  may  fail  to  conduct  an  adequate 
search  and  then  later  supply  new  infor¬ 
mation  that  could  reasonably  have  been 
found  at  the  time  of  the  initial  submis¬ 
sion. 

’The  Commissioner  believes  that  it  is 
important  that  this  section  be  complied 
with  fully.  Accmtiingly,  the  failure  to 
comply,  e^;,,  the  failure  to  submit  any 
data  and  information  as  required  by 
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§  2.205  (a)  and  (b) ,  shall  constitute  a 
waiver  of  the  right  to  participate  fur¬ 
ther  in  the  hearing  and,  in  the  case  of  a 
party,  shall  constitute  a  waiver  of  the 
right  to  a  hearing. 

PROCEEDINGS  OF  A  PUBLIC  BOARD  OF  INQUIRY 
(§  2.206) 

Section  2.206(a)  makes  it  clear  that 
the  purpose  of  a  Board  is  to  review  com¬ 
plex  technical  issues  in  a  reasonably 
short  time  by  using  the  informal  ap¬ 
proach  of  a  scientific  inquiry  rather  than 
the  formal  procedures  of  a  legal  trial. 
Accordingly,  it  is  anticipated  that  there 
will  be  little,  if  any,  need  for  participa¬ 
tion  by  attorneys  in  the  proceeding.  The 
participants  will  primarily  be  the  scien¬ 
tists  and  others  with  technical  back¬ 
grounds  who  wish  to  present  data  and 
information  relevant  to  issues  raised  at 
the  hearing.  The  agency’s  Chief  Counsel 
will  particU>ate  only  to  the  extent  that 
he  is  requested  by  the  Chairman  of  the 
Board  to  provide  legal  assistance  to  the 
Board. 

The  Chairman  of  the  Board  shall  de¬ 
termine  the  order  in  which  the  parties 
and  participants  make  their  presenta¬ 
tions.  Such  order  of  presentation  may 
well  be  the  subject  of  a  prior  agreement. 
Each  participant  may  then  proceed  with 
his  presentation,  which  shall  be  made 
without  interruptions  and  without  ob¬ 
jection  or  other  legalistic  procedures.  At 
the  conclusion  of  a  participant’s  presen¬ 
tation,  each  of  the  other  participants 
may  briefly  state  questions  or  criticism 
and  suggest  further  questioning  with  re¬ 
spect  to  specific  matters.  The  members 
of  the  Board  may  interrupt  a  participant 
at  any  time  to  ask  questions,  and  may 
conduct  further  questioning  at  the  con¬ 
clusion  of  the  participant’s  full  presen¬ 
tation  either  on  their  own  initiative  or 
at  the  suggestion  of  the  other  partici¬ 
pants.  The  exact  nature  of  the  proceed¬ 
ing  will  largely  be  in  the  discretion  of 
the  Chairman,  who  shall  be  the  presid¬ 
ing  officer  and  shall  have  all  of  the 
p>owers  necessary  to  conduct  a  fair  and 
expeditious  hearing. 

Following  the  initial  session,  each  par¬ 
ticipant  shall  have  30  days  within  which 
to  submit  additional  written  informa¬ 
tion.  If  a  second  session  is  requested  and 
justified  by  any  participant,  the  Chair¬ 
man  shall  schedule  it.  Each  hearing  shall 
be  subject  to  the  same  procedural  re¬ 
quirements. 

In  addition  to  hearing  the  views  of  the 
participants,  the  Board  may  independ¬ 
ently  consult  with  any  other  person  who 
it  concludes  may  have  useful  informa¬ 
tion.  All  such  consultation  must  be  at  an 
announced  hearing  of  the  Board  unless 
all  participants  agree  that  it  may  be 
done  in  writing. 

Moreover,  any  participant  in  the  pro¬ 
ceeding  may  submit  to  the  Board  a  re¬ 
quest  that  it  c(msult  with  specific  persons 
who  may  have  useful  information.  The 
Board  may  accept  or  deny  such  a  re¬ 
quest,  in  its  discretion. 

All  hearings  of  a  Board  will  be  con¬ 
ducted  in  open  session,  and  thus  may  be 
attended  by  any  Interested  person,  ex¬ 
cept  for  presentation  of  data  and  in¬ 


formation  constituting  trade  secrets 
which  are  prohibited  from  public  dis¬ 
closure  pursuant  to  S2.5(J)(3).  Presen¬ 
tation  of  such  material  shaU  be  at  a 
session  closed  to  all  persons  except  those 
making  and  participating  in  the  presen¬ 
tation  and  Federal  Government  Execu¬ 
tive  Branch  employees  and  special  gov¬ 
ernment  employees.  Hie  person  making 
the  presentation  may  bring  with  him 
only  such  persons  who  are  employees, 
consultants,  or  other  persons  with  whom 
he  has  a  commercial  arrangement  within 
the  meaning  of  §  4.81(a),  and  thus  to 
whom  disclosure  is  properly  made  wiUi- 
out  destroying  the  trade  secret  status  of 
the  material. 

At  the  conclusion  of  all  hearings,  the 
Board  will  permit  the  participants  to 
submit  written  statements  on  their  posi¬ 
tions,  with  proposed  findings  and  con¬ 
clusions.  Oral  argument  may  also  be 
permittefd.  in  the  discretion  of  the  Board. 
The  Board  will  then  prepare  its  findings 
and  conclusions  on  the  matter  involved. 

ADMINISTRATIVE  RECORD  OF  A  PUBLIC  BOARD 
OF  INQUIRY  (§  2.207) 

Section  2.207  specifies  the  administra¬ 
tive  record  of  a  hearing  before  a  Board. 
’Hie  administrative  record  shall  be  on 
public  display  and,  except  for  trade 
secrets  and  other  confidential  informa¬ 
tion,  available  for  copying. 

EX.AMINATION  OF  ADMINISTRATIVE  RECORD 
(§  2.208) 

The  same  provisions  with  respect  to 
confidentiality  of  information  submitted 
in  the  course  of  the  hearing  shall  apply 
to  the  proceedings  of  a  Board  as  apply  in 
a  formal  evidentiary  public  hearing.  In 
addition,  both  the  lists  of  nominees  for 
members  of  a  Board  and  any  comments 
thereon  shall  not  be  made  available  for 
public  examination  or  copying  at  any 
time. 

RECORD  FOR  ADMINISTRATIVE  DECISION 
(§  2.209) 

'The  administrative  record  of  the  pub¬ 
lic  hearing  constitutes  the  exclusive  rec¬ 
ord  for  decision  on  the  matter.  If  the 
public  hearing  is  held  in  lieu  of  a  formal 
evidentiary  public  hearing  pursuant  to 
S  2.117,  the  findings  and  conclusions  of 
the  Board  shall  constitute  an  initial  deci¬ 
sion  unless  the  notice  of  hearing  specif¬ 
ically  states  that  they  shall  constitute  a 
recommended  decision.  Thereafter,  the 
participants  in  the  proceeding  may  pur¬ 
sue  the  administrative  and  court  reme¬ 
dies  that  are  available  as  specified  in 
§§  2.180  through  2.191. 

Public  Hearing  Before  a  Public  Advis¬ 
ory  Committee  (Subpart  D) 

Subpart  D  governs  all  proceedings  and 
activities  of  Pood  and  Drug  Administra¬ 
tion  advisory  committees. 

SCOPE  OF  SUBPART  (§  2.300) 

Because  of  the  requirements  in  this 
subpart  for  public  notice  and  participa¬ 
tion,  all  proceedings  before  a  public  ad¬ 
visory  committee  constitute  a  public 
hearing  on  the  matters  Involved.  Any  in¬ 
terested  person  is  entitled  to  present  his 
views  for  the  consideration  of  the  ad¬ 


visory  committee,  and  the  committee 
proceedings  constitute  part  of  the  ad¬ 
ministrative  record  on  the  basis  of  which 
the  agency  makes  its  determination  with 
respect  to  that  matter. 

The  Commissioner  may  utilize  a  public 
advisory  committee  with  respect  to  any 
matter  on  his  own  initiative,  pursuant  to 
specific  provisions  in  other  sections  of 
agency  regulations,  or  at  the  request  of 
any  interested  person.  Section  2.300(a) 

(2)  of  the  regulations  lists  five  specific 
provisions  in  existing  laws  and  regula¬ 
tions  which  provide  for  the  use  of  a  pub¬ 
lic  hearing  before  a  public  advisory  com¬ 
mittee  as  part  of  the  administrative 
process.  Pursuant  to  S  2.117,  a  person  who 
has  a  right  to  an  opportunity  for  a  formal 
evidentiary  public  hearing  may  waive 
that  opportunity  and  in  lieu  thereof  re¬ 
quest  a  public  hearing  before  a  public 
advisory  committee. 

As  defined  in  the  Federal  Advisory 
Committee  Act  in  §  2.3(a)  (14),  an  ad¬ 
visory  committee  means  any  group  or 
subgroup  thereof  that  is  not  composed 
wholly  of  full-time  employees  of  the  Fed¬ 
eral  government  and  is  established  or 
utilized  by  the  Food  and  Drug  Adminis¬ 
tration  to  obtain  advice  or  recommenda¬ 
tions.  On  the  basis  of  guidelines  estab¬ 
lished  by  the  Office  of  Management  and 
Budget  and  the  Department  of  Justice, 
and  other  available  materials,  the  Com¬ 
missioner  has  set  out  in  S  2.300(b)  a  set 
of  general  principles  governing  the  de¬ 
termination  whether  a  committee  or 
group  falls  within  the  definition  of  an 
advisory  committee.  All  Food  and  Drug 
Administration  advisory  committees  are 
also  listed  in  S  2.340. 

In  general,  an  advisory  committee 
shall  ordinarily  have  a  fixed  membership, 
a  defined  purpose  of  providing  advice  to 
the  agency  on  a  particular  matter,  reg¬ 
ular  or  periodic  meetings,  and  an  or¬ 
ganizational  structure,  and  shall  serve  as 
a  source  of  independent  advice  rather 
than  as  a  representative  of  or  advocate 
for  any  particular  interest.  The  Commis¬ 
sioner  notes  that  the  agency  is  charged 
with  seeking  out  the  views  of  all  segments 
of  the  public  on  enforcement  of  the  laws 
he  administers.  Thus,  the  fact  that  the 
agency  meets  with  and  requests  the  com¬ 
ments  of  a  group  on  pending  regulatory 
matters,  or  that  a  group  regularly  meeto 
with  the  agency,  does  not  necessarily 
mean  that  it  is  an  advisory  committee 
which  is  utilized  by  the  agency.  The  pro¬ 
visions  relating  to  advisory  committees 
are  not  applicable,  for  example,  to  rou¬ 
tine  meetings,  discussions,  and  other 
dealings,  including  exchanges  of  views, 
between  the  agency  and  any  committee 
representing  or  advocating  the  particular 
interests  of  consumers,  industry,  profes-  , 
sional  organizations,  or  others.  If  this 
were  not  true,  the  Food  and  Drug  Ad¬ 
ministration  would  be  precluded  from 
meeting  with  any  group  of  individuals 
interested  in  the  activities  of  the  agency. 
Thus,  when  a  consumer  organization  or 
trade  association  meets  with  the  agency 
to  obtain  a  briefing  on  various  matters,  or 
to  protest  certain  action  or  lack  of  ac¬ 
tion,  it  is  not  an  advisory  committee  for 
that  purpose. 
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ESTABLISHMENT  AND  RENEWAL  OF  PUBLIC 
ADVISORY  COMMITTEES  (§  2.301) 

Before  any  advisory  committee  may  be 
established  by  the  Commissioner,  It  must 
first  be  approved  by  the  Department  and 
the  Office  of  Management  and  Budget. 
Its  establishment  shall  then  be  published 
in  the  Federal  Register,  and  the  per¬ 
manent  list  of  standing  advisory  com¬ 
mittees  in  5  2.340  will  be  amended  to 
Include  it. 

TERMINATION  OF  PUBLIC  ADVISORY  COM¬ 
MITTEES  (§  2.302) 

All  advisory  committees  except  those 
established  by  statute  shall  terminate 
every  2  years  unless  renewed  for  an  ad¬ 
ditional  period.  The  only  two  permanent 
statutory  advisory  committ^  estab¬ 
lished  imder  the  laws  administered  by 
the  Commissioner  are  the  Technical 
Electronic  Product  Radiation  Safety 
Standards  Committee  (TEPRSSC)  and 
the  Board  of  Tea  Experts. 

PURPOSE  or  PUBLIC  HEARING  BEFORE  PUB¬ 
LIC  ADVISORY  COMMITTEE  (§  2.303) 

The  Commissioner  may  use  a  public 
advisory  committee  to  hold  a  public 
hearing  on  any  matter  pending  before 
the  Food  and  Drug  Administration.  The 
function  of  the  advisory  committee  is  to 
provide  advice  and  recommendations  to 
the  Commissioner.  Hie  Commissioner  is 
charged  with  sole  statutory  responsi¬ 
bility  for  making  the  ultimate  deter¬ 
mination  with  respect  to  action  to  be 
taken  and  policy  to  be  expressed  with 
respect  to  such  matters. 

Portions  of  public  advisory  com¬ 
mittee  MEETINGS  <5  2.304) 

An  advisory  committee  meeting  may 
have  four  separable  portions  as  described 
below.  Every  advisory  committee 
meeting  must  have  at  least  the  first 
portion  (an  open  public  hearing). 
Whether  or  not  it  also  has  the  other 
three  portions  will  depend  upon  the 
specific  meeting  Involved. 

1.  The  open  public  hearing.  Every  ad¬ 
visory  committee  meeting  must  Include 
an  open  portion  which  shall  constitute 
a  public  hearing  on  the  Issues  pending 
before  the  advisory  committee.  During 
this  portion,  any  Interested  person  may 
present  data.  Information,  or  views, 
orally  or  in  writing.  Section  2.312 
specifies  the  manner  in  which  the  hear¬ 
ing  shall  be  conducted. 

2.  The  open  committee  discussion.  All 
discussion  of  any  pending  matter  by  an 
advisory  commltteie  shall  be  in  an  open 
portion  of  its  meeting,  unless  that  por¬ 
tion  has  been  closed  in  accordance  with 
the  provisions  established  in  §  2.318.  The 
Commissioner  concludes  that,  to  the 
maximum  extent  feasible,  an  advisory 
committee  should  conduct  its  discussion 
of  pending  matters  in  the  open  por¬ 
tion.  Ordinarily,  there  will  be  no  public 
participation  during  this  discussion  by 
the  advisory  committee,  but  the 
chairman  of  the  advisory  committee 
may  permit  such  further  public  partici¬ 
pation  when  he  concludes  that  it  would 
be  in  the  public  interest  and  helpful  to 
the  advisory  cmnmittee. 


3.  The  closed  presentation  of  data.  On 
occasion,  it  may  be  important  for  an  in¬ 
terested  person  to  present  to  an  advisory 
committee,  for  its  consideration,  Hata 
and  information  which  are  prohibited 
from  public  disclosure  pursuant  to  the 
provisions  relating  to  public  information 
contained  in  Part  4  of  the  agency  regu¬ 
lations.  Such  presentations  shall  be 
made  in  a  closed  portion  of  a  meeting. 
The  Commissioner  emphasizes,  however, 
that  this  will  be  the  exception  rather 
than  the  rule,  and  will  occur  only  when 
the  information  is  clearly  confidential. 

4.  The  closed  committee  deliberations. 
Deliberations  with  respect  to  matters 
pending  before  an  advisory  committee 
may  properly  be  made  in  a  closed  portion 
of  its  meeting,  if  the  Commissioner  makes 
an  appropriate  determination  pursuant 
to  §  2.318.  A  court  has  specifically  held 
that  a  Food  and  Drug  Administration 
advisory  committee  may  properly  con¬ 
duct  its  deliberations  in  private,  and 
other  courts  have  similarly  recognized 
the  need  to  protect  the  confidentiality  of 
such  internal  discussions  in  order  to  pro¬ 
mote  free  and  frank  consideration  of  is¬ 
sues  among  government  employees  and 
consultants.  See  Smart  v.  Food  and  Drug 
Administration  (N.D.  Cal.  1974) ;  Wash¬ 
ington  Research  Project,  Inc.  v.  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
504  P.2d  238,  246-252  (D.C.  Cir.  1974) ; 
Montrose  Chemical  Corp.  v.  Train,  491 
F.2d  63,  66-71  (D.C.  Cir.  1974) ;  Grum¬ 
man  Aircraft  Engineering  Corp.  v.  Re¬ 
negotiation  Board.  482  P.2d  710,  718-720 
(D.C.  Cir.  1973) ;  Wu  v.  National  Endow¬ 
ment  for  Humanities,  460  F.2d  1030, 1032 
(5th  Cir.  1972) ;  Soucie  v.  David,  448  F.2d 
1067, 1078  n.44  (D.C.  Cir.  1971). 

NOTICE  OF  PUBLIC  HEARING  BEFORE  A  PUBLIC 
ADVISORY  COMMITTEE  (§  2.305) 

Before  the  first  day  of  each  month,  and 
at  least  15  days  before  any  meeting,  the 
Commissioner  must  issue  a  notice  in  the 
Federal  Register  containing  informa¬ 
tion  on  all  advisory  committee  meetings 
to  be  held  during  the  coming  month.  Ad¬ 
ditional  notices  may  also  be  published, 
at  least  15  days  in  advance  of  the  meet¬ 
ing,  except  that  a  shorter  notice  period 
may  be  authorized  where  an  immediate 
meeting  of  an  advisory  committee  is  re¬ 
quired,  and  no  notice  in  the  Federal  Reg¬ 
ister  is  required  in  emergency  situations. 
Whenever  shorter  notice  is  given  or  no 
notice  is  published  in  the  Federal  Regis¬ 
ter,  public  notice  shall  be  given  at  the 
earliest  time  and  in  the  most  accessible 
form  feasible. 

The  Federal  Register  notice  shall  in¬ 
clude  all  relevant  information  on  the  ad¬ 
visory  committee  meeting.  Including  the 
agenda  items  and,  if  any  portion  of  the 
meeting  is  closed,  the  timie  of  the  open 
and  closed  portions.  The  name,  addr^, 
and  telephone  number  of  the  advisory 
cmnmitt^  executive  secretary  shall  also 
be  Included. 

Where  a  public  hearing  before  a  pub¬ 
lic  advisory  c<Mnmittee  is  used  in  lieu  of 
a  formal  evidentiary  public  hearing  pur¬ 
suant  to  5  2.117,  the  Initial  notice  of 
hearing  shall  be  published  separately  In 
the  Federal  Register  containing  all  of 


the  information  described  in  §  2.117(e). 
The  Gommissioner  may  also  publish  such 
separate  notices  in  the  Federal  Register 
whenever  he  concludes  that  it  would  be 
informative  to  do  so,  e.g.,  the  notices  re¬ 
lating  to  public  hearings  before  advisory 
c<Hnmittees  on  intrauterine  devices  pub¬ 
lished  in  the  Federal  Register  of  July  15, 
1974  (39  FR  25967),  on  reserpine  pub¬ 
lished  in  the  Federal  Register  of  Octo¬ 
ber  1,  1974  (39  FR  35404),  and  on  me¬ 
droxyprogesterone  acetate  injectable 
and  other  systemic  steroidal  contracep¬ 
tives  published  in  the  Federal  Register 
of  March  21.  1975  (40  FR  12830) . 

In  addition  to  the  notice  published  in 
the  Federal  Register,  the  Food  and  Drug 
Administration  will  also  distribute  its  list 
of  advisory  committee  meetings  to  the 
press  and  will  place  them  on  its  prospec¬ 
tive  public  calendar. 

chairman  of  a  public  advisory 

COMMITTEE  (§  2.306) 

The  advisory  committee  chairman 
shall  have  full  authority  to  conduct  the 
meetings  of  the  advisory  committee. 
Each  advisory  committee  shall  also  have 
an  executive  secretary  or  other  desig¬ 
nated  agency  employee,  and  an  alternate, 
appointed  by  the  Commissioner,  who 
serves  as  staff  to  the  advisory  committee 
for  the  agency. 

As  required  by  the  Federal  Advisory 
Committee  Act,  a  designated  Federal  em¬ 
ployee  shall  be  assigned  to  each  advisory 
committee,  and  shall  be  authorized  to 
adjourn  any  meeting  whenever  he  deter¬ 
mines  adjournment  to  be  in  the  public 
interest.  No  advisory  committee  meeting 
may  be  conducted  without  the  presence 
and  approval  of  the  designated  Federal 
employee. 

MEETINGS  OF  A  PUBLIC  ADVISORY 

COMMITTEE  (§  2.307) 

Section  2.307  requires  that  there  be  an 
agenda  for  every  advisory  committee 
meeting.  The  Commissioner  notes  that, 
because  the  agenda  must  ordinarily  be 
prepared  at  least  30  days  in  advance  of 
a  committee  meeting  to  meet  the  re¬ 
quirement  for  publication  in  the  Federal 
Register  before  the  first  day  of  each 
month  and  at  least  15  days  before  the 
meeting,  it  Is  entirely  possible  that  other 
agenda  items  may  be  added  after  its  pub¬ 
lication.  The  agency  will  take  reasonable 
steps  to  anticipate  agenda  items,  in  order 
to  minimize  this  problem.  Where  an 
agenda  item  is  added  to  those  published 
in  the  Federal  Register,  an  attempt  will 
be  made  to  inform  those  persons  known 
to  be  interested  in  the  matter.  Such 
changes  will  be  announced  at  the  begin¬ 
ning  of  the  open  portion  of  the  meeting. 

As  a  general  rule,  all  advisory  commit¬ 
tee  meetings  will  be  held  in  Washington, 
DC,  or  Rockville,  MD,  where  the  Food 
and  Drug  Administration  is  located.  A 
different  location  may  be  approved  to  ob¬ 
tain  cost  savings,  or  when  it  is  at  a  more 
central  location,  or  the  majority  of  the 
advisory  committee  members  will  be 
there  at  no  expense  to  the  Food  and 
Drug  Administration  for  other  reasons, 
or  to  facilitate  increased  participation  on 
any  matter,  or  to  be  near  specific  infor¬ 
mation  or  facilities  relevant  to  the  ad- 
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visory  committee’s  work,  e.g.,  a  labora¬ 
tory  working  on  a  particular  matter. 

Discussion  of  advisory  committee  pro¬ 
ceedings  by  members  of  the  committee 
has  often  been  a  source  of  confusion.  The 
new  regulations  provide  that  such  dis¬ 
cussion  is  permissible,  as  soon  as  the 
meeting  is  completed  and  before  official 
minutes  or  a  report  are  available,  within 
the  specific  rules  set  out  in  the  regula¬ 
tions.  In  general,  there  must  be  no  at¬ 
tribution  of  individual  views  or  discus¬ 
sion  relating  to  trade  secrets  or  specific 
matters  that  are  determined  by  the  ad¬ 
visory  committee  or  the  agency  to  be 
confidential,  but  all  other  matters  can 
be  freely  discussed. 

CONSULTATION  BY  A  PUBLIC  ADVISORY  COM¬ 
MITTEE  WITH  OTHER  PERSONS  (§  2.308) 

An  advisory  committee  may  consult 
with  any  person  who  it  concludes  mfty 
have  useful  data,  information,  or  views 
relating  to  any  matter  pending  before 
it.  Other  interested  persons  may  also 
recommend  that  the  advisory  committee 
consult  with  specific  individuals,  and  the 
advisory  committee  may  grant  or  deny 
such  a  request. 

ADDITIONAL  RULES  FOR  A  PARTICULAR  PUBLIC 
ADVISORY  COMMITTEE  (§  2.309) 

The  Commissioner  recognizes  that,  in 
addition  to  the  rules  established  for  all 
Food  and  Drug  Administration  advisory 
committees,  any  individual  advisory 
committee  may  wish  to  adopt  additional 
rules.  Section  2.309  permits  such  addi¬ 
tional  rules  with  the  concurrence  of  the 
agency,  as  long  as  they  are  not  incon¬ 
sistent  with  the  new  regulations  or  legal 
requirements. 

COMPILATION  OF  MATERIALS  FOR  MEMBERS 
OF  A  PUBLIC  ADVISORY  COMMITTEE  (§  2.310) 

The  Pood  and  Drug  Administration 
has  been  criticized  for  failing  to  provide 
a  comprehensive  compilation  of  salient 
information  and  background  material 
to  all  advisory  committee  members  for 
their  periodic  review  relating  to  their 
duties  and  responsibilities.  Section  2.310 
of  the  new  regulations  provides  that  such 
a  compilation  will  be  prepared  and  dis¬ 
seminated,  and  will  contain  all  perti¬ 
nent  back^ound  information  that  may 
be  helpful  to  the  specific  committee  in¬ 
volved. 

WRITTEN  SUBMISSIONS  TO  A  PUBLIC  ADVIS¬ 
ORY  COMMITTEE  (§  2.311) 

Section  2.311  permits  any  interested 
person  to  make  written  submissions  to 
a  public  advisory  committee  before,  dur¬ 
ing,  or  after  any  advisory  committee 
meeting.  Such  submissions  may  be  at  the 
request  of  the  advisory  committee  or  on 
the  initiative  of  any  interested  person. 
Ten  copies  of  such  submissions  shall  be 
sent  to  the  executive  secretary  of  the 
advisory  committee.  No  copies  need  be 
sent  to  the  Hearing  Clerk. 

The  Commissioner  shall  provide  to  an 
advisory  committee  all  data  and  infor¬ 
mation  he  concludes  to  be  relevant  to 
any  matter  pending  before  the  advisory 
committee,  but  any  member  of  the  ad¬ 
visory  cwnmittee  shall  upon  request  also 


be  provided  v/hatever  other  material  is 
available  to  the  agency  which  is  related 
to  the  matter.  In  particular,  any  mem¬ 
ber,  of  the  advisory  committee  shall  be 
entitled  to  review  raw  data  underlying 
any  summary  or  report,  if  he  wishes  to 
do  so.  Raw  data  cannot  routinely  be  pro¬ 
vided  to  all  committee  mmbers  in  all 
instances  because  of  the  massive  amount 
of  paperwork  involved,  but  all  advisory 
committee  members  who  wish  to  review 
such  data  may  do  so, 

CONDUCT  OF  A  PUBLIC  HEARING  BEFORE  A 
PUBLIC  ADVISORY  COMMITTEE  (§  2.312) 

Under  the  provisions  of  §  2.312,  no 
Pood  and  Drug  Administration  advisory 
committee  may  meet  without  having  an 
open  portion  for  public  participation 
which  shall  be  a  public  hearing  on  the 
matters  being  considered  by  the  advisory 
committee.  The  hearing  shall  be  at  least 
1  hour  long,  unless  the  public  participa¬ 
tion  does  not  last  that  long,  and  may  last 
for  whatever  length  of  time  the  advisory 
committee  chairman  determines  will  fa¬ 
cilitate  the  work  of  the  committee. 

In  the  past,  agency  notices  of  public 
advisory  committee  meetings  have  speci¬ 
fied  a  1-hour  open  portion,  where  the 
remainder  of  the  meeting  is  closed,  and 
have  failed  to  point  out  that  this  is  the 
minimum  rather  than  the  maximum 
time  allocated  for  public  participation. 
In  many  instances,  the  hearing  has 
lasted  far  beyond  the  allotted  hour,  and 
has  extended  up  to  the  entire  day.  Ac¬ 
cordingly,  future  notices  of  advisory 
committee  meetings  will  make  this  clear. 
A  particular  advisory  committee  meet¬ 
ing  which  is  scheduled  for  more  than 
one  day  nonetheless  constitutes  a  single 
meeting  for  purposes  of  scheduling  the 
open  and  closed  portions. 

Section  2.312  specifies  the  manner  in 
which  the  public  hearing  before  a  public 
advisory  committee  shall  be  conducted. 
Persons  who  wish  to  be  assured  of  an 
opportunity  to  make  an  oral  presenta¬ 
tion  must  so  inform  the  committee  ex¬ 
ecutive  secretary  prior  to  the  meeting. 
The  executive  secretary  will  then  allot 
to  each  such  person  reasonable  time  for 
his  presentation. 

At  the  hearing,  each  person  may  use 
his  allotted  time  in  any  reasonable  way. 
The  person  making  the  presentation 
may  be  accompanied  by  others,  to  assist 
him.  Persons  making  presentations  will 
be  taken  in  order,  and  if  anyone  is  not 
present  for  his  allotted  time  an  attempt 
will  be  made  to  hear  him  at  the  conclu¬ 
sion  of  the  hearing,  as  well  as  others  who 
did  not  request  an  opportunity  to  make 
an  oral  presentation. 

The  chairman  and  other  members  of 
the  advisory  committee  sit  as  a  panel 
in  conducting  the  hearing.  They  may 
question  any  person  during  or  at  the 
conclusion  of  his  presentation,  but  no 
other  person  attending  the  hearing  may 
conduct  such  questioning.  The  hearings 
shall  be  informal  in  nature,  without 
motions  or  objections  or  other  similar 
legal  procedures.  In  short,  the  hearing 
will  be  conducted  very  much  like  hear¬ 
ings  conducted  by  legislative  bodies,  in 


the  same  manner  as  a  public  hearing 
before  the  Commissioner  pursuant  to 
Subpart  E. 

MINUTES  AND  REPORTS  OF  PUBLIC  ADVISORY 
COMMITTEE  MEETINGS  (§  2.313) 

For  every  advisory  committee  pro¬ 
ceeding,  the  executive  secretary  must 
prepare  detailed  minutes  of  the  commit¬ 
tee’s  activities.  In  the  past,  such  minutes 
have  at  times  been  very  detailed  and  at 
other  times  very  general.  The  Commis¬ 
sioner  has  advised  all  executive  secre¬ 
taries  that  detailed  minutes  are  required, 
and  these  regulations  so  provide. 

Under  the  regulations,  an  advisory 
committee  meeting  is  broken  down  into 
open  and  closed  portions. 

The  open  portion  has  two  parts  and 
includes  both  the  open  public  hearing 
and  the  open  advisory  committee  discus¬ 
sion.  The  open  public  hearing  involves 
the  presentation  of  views  by  interested 
members  of  the  public,  and  any  presen¬ 
tation  of  data  and  information  by  the 
Food  and  Drug  Administration  which 
are  not  confidential.  ’The  open  portion 
may  also  include  discussion  by  the  ad¬ 
visory  committee  of  all  of  the  available 
data  and  information,  to  the  extent  that 
the  presence  of  observers  will  not  in¬ 
hibit  the  discussion  and  thus  interfere 
with  the  advisory  committee  or  agency 
operations.  The  length  of  the  open  por¬ 
tion  will  vary  from  conunittee  to  com¬ 
mittee,  and  from  meeting  to  meeting, 
depending  upon  the  agenda  and  other 
relevant  factors.  In  general,  it  Is  the 
policy  of  the  Commissioner  to  conduct 
as  much  of  an  advisory  committee  meet¬ 
ing  in  open  session  as  is  feasible. 

The  closed  portion  of  an  advisory  com¬ 
mittee  meeting  may  include  both  the 
presentation  of  confidential  information 
and  closed  advisory  committee  delibera¬ 
tions.  Data  and  information  that  are  pro¬ 
hibited  from  public  disclosure  pursuant 
to  21  U.S.C.  331  (j)  and  18  U.S.C.  1905,  or 
by  any  provision  in  the  public  informa¬ 
tion  regulations  in  21  CFR  Part  4,  may 
properly  be  presented  in  such  a  closed 
portion.  ’The  person  who  owns  such  data 
and  information  may  make  such  pres¬ 
entation,  and  may  be  accompanied  by  a 
reasonable  number  of  persons  to  assist 
him.  The  use  of  this  procedure  will,  how¬ 
ever,  be  extremely  rare.  In  accorfance 
with  21  CFR  Part  4  and  the  regulations 
referenced  therein,  a  summaiy  of  safety 
and  effectiveness  data  is  itself  not  confi¬ 
dential.  Accordingly,  oral  presentation  of 
such  data  will  be  in  open  session  unless  it 
relates  to  matters  that  are  truly  confiden¬ 
tial,  e.g.,  an  IND  or  NADA  the  existence 
of  which  has  not  previously  been  dis¬ 
closed  to  the  public. 

'The  other  part  of  a  closed  advisory 
committee  meeting  is  the  executive  ses¬ 
sion,  during  which  the  advisory  commit¬ 
tee  deliberations  take  place  and  the  rec¬ 
ommendations  of  the  advisory  committee 
are  formulated.  This  portion  is  closed  to 
permit  free  and  open  discussion  of  views, 
and  formulation  of  the  best  advice  pos¬ 
sible  for  the  consideration  of  the  Com¬ 
missioner,  In  addition,  such  closed  ses¬ 
sion  may  involve  discussion  of  trade  se- 
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cret  material,  information  that  may  not 
be  released  on  the  groimd  that  it  would 
invade  i>ersonal  privacy,  and  confidential 
regulatory  issues  pending  before  the 
agency. 

To  facilitate  release,  advisory  commit¬ 
tee  minutes  will  be  kept  separately  for 
three  portions  of  the  meeting:  The  open 
portions,  the  closed  portion  for  presenta¬ 
tion  of  confidential  information,  and  the 
closed  executive  session  for  advisory  com¬ 
mittee  deliberations.  The  minutes  of  a 
closed  executive  session  of  a  meeting  will 
not  refer  to  advisory  committee  members 
by  name,  to  encourage  free  discussion  of 
the  issues  involved. 

TRANSCRIPTS  OF  PUBLIC  ADVISORY 
COMMITTEE  MEETINGS  (§  2.314) 

Present  law  does  not  require  that  a 
transcript  or  other  recording  be  made  of 
either  open  or  closed  portions  of  an  ad¬ 
visory  committee  meeting.  The  Cwnmls- 
sloner  has  concluded  that  each  advisory 
committee  should  decide  whether  some 
type  of  recording  should  be  made  and,  if 
so,  by  what  means,  e.g.,  stenographer  or 
tape.  Any  transcript  or  recording  of  any 
portion  of  an  advisory  committee  meet¬ 
ing  that  is  made  by  the  agency,  or  oUier- 
wlse  furnished  to  the  agency,  shall  be  re¬ 
tained  by  the  agency  and  shall  not  be  dis¬ 
carded  or  erased. 

The  Commissioner  emphasizes,  how¬ 
ever,  that  a  transcript  or  recording  of  a 
closed  portion  of  an  advisory  committee 
meeting  shall  be  retained  as  confidential 
by  the  agency  and  shall  not  be  considered 
by  the  agency  or  included  in  the  record 
of  the  advisory  committee  proceeding,  for 
the  reasons  set  out  in  the  preamble  to 
the  notices  discussing  this  subject  in  the 
context  of  the  OTC  drug  review,  pub¬ 
lished  in  the  Federal  Register  of  June  4 
and  November  8,  1974  (39  PR  19878, 
39556) .  The  Commissioner  shall  not  refer 
to  or  otherwise  consider  any  such  tran¬ 
script  or  recording  in  his  review  of  the 
advisory  committee  recommendations 
and  his  decision  on  the  matter  involved. 

ADMINISTRATIVE  RECORD  OF  A  PUBLIC  HEAR¬ 
ING  BEFORE  A  PUBLIC  ADVISORY  COMMIT¬ 
TEE  (§  2.315) 

Section  2.315(a)  specifies  the  adminis¬ 
trative  record  of  the  advisory  committee 
proceedings  with  respect  to  a  specific 
matter.  That  record  shall  be  included  as 
a  part  of  the  record  of  any  administra¬ 
tive  proceeding  involving  that  matter. 

EXAMINATION  OF  ADMINISTRATIVE  RECORD 

AND  OTHER  ADVISORY  COMMITTEE  RECORDS 

(§  2.316) 

Section  2.316(a)  sets  out,  in  detail,  the 
specific  time  at  which  the  various  por¬ 
tions  of  the  administrative  record  and 
other  advisory  committee  records  will  be 
made  available  for  public  disclosure. 

As  a  general  rule,  data  and  informa¬ 
tion  contained  in  the  administrative  rec¬ 
ord  which  were  provided  to  the  advisory 
committee  by  the  agency  and  are  exempt 
from  public  disclosure  pursuant  to  the 
public  Information  regulations,  or  which 
were  presented  to  the  advisory  commit¬ 
tee  by  a  person  making  a  presentation 
and  which  are  prohibited  from  public 


RULES  AND  REGULATIONS 

disclosure  pursuant  to  such  regulations, 
shall  not  be  available  for  public  examina¬ 
tion  and  copying.  The  sole  exception  to 
this  general  rule  is  where  a  public  hear¬ 
ing  before  a  public  advisory  committee  is 
being  used  in  lieu  of  a  formal  evidentiary 
hearing  pursuant  to  the  provisions  of 
§  2.117,  in  which  case  the  limited 
disclosure  of  safety  and  effectiveness 
data  pursuant  to  §2.5(j)(2)  shall  be 
applicable. 

The  new  regulations  require  that  the 
Public  Records  and  Documents  Center 
maintain  a  file  for  each  advisory  com¬ 
mittee  containing  the  principal  records 
relating  to  that  committee,  i.e.,  the  ad¬ 
visory  committee  charter,  the  list  of 
members  and  their  curricula  vitae,  the 
advisory  committee  minutes,  and  any 
formal  advice  or  report  of  the  advisory 
committee.  These  are  the  records  for 
which  public  disclosure  is  most  often 
sought. 

PUBLIC  INQUIRIES  AND  REQUESTS  FOR  PUB¬ 
LIC  ADVISORY  COMMITTEE  RECORDS 

(§  2.317) 

All  requests  for  records  shall  be  in 
accordance  with  the  recently  promul¬ 
gated  public  information  regulations, 
and  particularly  §  4.40.  General  inquiries 
may  be  handled  by  the  agency’s  Com¬ 
mittee  Management  Officer  or  the  exec¬ 
utive  secretary  of  a  particular  advisory 
committee. 

DETERMINATION  TO  CLOSE  PORTIONS  OF 

PUBLIC  ADVISORY  COMMITTEE  MEETINGS 

(S  2.318) 

Section  2.318  sets  out  the  circum¬ 
stances  under  which  the  Commissioner 
may  make  a  determination  to  close  a 
portion  of  a  public  advisory  committee 
meeting.  As  already  noted,  under  no  cir¬ 
cumstances  will  all  portions  of  a  public 
advisory  committee  meeting  be  closed  to 
the  public. 

The  executive  secretary  of  an  advisory 
committee  shall  prepare  the  initial  re¬ 
quest  for  a  determination  to  close  a  por¬ 
tion  of  an  advisory  committee  meeting, 
which  shall  be  forwarded  to  the  agency 
Committee  Management  Officer  and, 
from  his  office,  to  the  office  of  the  Chief 
Counsel  and  to  the  Commissioner.  Based 
upon  this  request,  the  Commissioner  may 
conclude  to  close  a  portion  of  the  meet¬ 
ing,  if  the  requirements  of  the  regula¬ 
tions  are  satisfied,  or  may  conclude  that 
the  portion  should  remain  open. 

The  regulations  set  out  various  cri¬ 
teria  for  determining  whether  to  close  a 
portion  of  a  meeting.  Information  pro¬ 
hibited  from  disclosure  under  21  CFR 
Part  4  and  the  regulations  referenced 
therein,  e.g.,  trade  secrets  or  material 
that  would  invade  personal  privacy,  shall 
be  discussed  only  in  closed  session.  Advi¬ 
sory  committee  deliberation  on  regula¬ 
tory  decisions  with  respect  to  specific 
ingredients  or  products  or  pending  ap¬ 
plications  for  IND  or  NDA  products  will 
ordinarily  be  conducted  in  closed  session. 
On  the  other  hand,  discussion  of  policy 
issues,  such  as  general  testing  protocols 
or  labeling  for  a  class  of  drugs,  or  other 
information  that  has  already  been  dis- 
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closed  to  the  public,  will  be  conducted 
only  in  open  session. 

A  closed  session  shall  be  limited  to  the 
advisory  committee  members  and  em¬ 
ployees  and  consultants  of  the  Executive 
Branch  of  the  Federal  Government.  If 
any  other  person  attends  such  a  portion, 
except  to  present  confidential  material, 
it  must  be  opened  to  all  interested  per¬ 
sons.  Of  course,  the  Food  and  Drug  Ad¬ 
ministration  may  properly  limit  attend¬ 
ance  of  consultants  and  employees  at 
advisory  committee  meetings  to  those 
whose  attendance  is  appropriate  for  the 
conduct  of  their  work. 

ADMINISTRATIVE  REMEDIES  (§2.319) 

Section  2.319  provides  procedures  un¬ 
der  which  any  person  may  contest  action 
taken  by  an  agency  employee  or  an  ad¬ 
visory  committee  relating  to  any  aspect 
of  Subpart  D  or  the  Federal  Advisory 
Committee  Act.  If  imprtmer  action  has 
been  taken,  the  Commissioner  shall  take 
appropriate  steps  to  remedy  the  error 
and  to  prevent  its  recurrence. 

APPLICABILITY  TO  CONGRESS  (§  2.320) 

Under  the  Federal  Advisory  Commit¬ 
tee  Act,  Congress  stands  on  the  same 
legal  footing  as  any  other  member  of  the 
public.  Accordingly,  the  provisions  of 
Subpart  D  apply  to  Congress  in  the  same 
way  that  they  apply  to  any  other  mem¬ 
ber  of  the  public,  except  that  disclosure 
of  advisory  ccmimlttee  records  to  Con¬ 
gress  shall  be  governed  by  §  4.87  of  the 
public  information  regulations. 

COMMITTEES  WORKING  PURSUANT  TO  A  CON¬ 
TRACT  WITH  THE  FOOD  AND  DRUG  ADMIN¬ 
ISTRATION  (§  2.321) 

The  Department  of  Justice  has  pro¬ 
vided  an  opinion  to  the  Food  and  Drug 
Administration  that,  when  the  agency 
contracts  with  another  organization  to 
obtain  advice  and  recommendations  on 
particular  matters,  and  that  organization 
in  turn  utilizes  a  committee  to  prepare 
such  advice  and  recommendations,  the 
provisions  of  the  Federal  Advisory  Com¬ 
mittee  Act  do  not  apply  if  the  governing 
body  of  that  organization  undertakes 
substantial  policy  and  factual  review  of 
the  committee’s  work.  In  short,  the  ap¬ 
plicability  of  Subpart  D  of  the  new  reg¬ 
ulations  to  such  committee  will  depend 
upon  whether  the  advice  obtained  is  the 
advice  of  the  organization  or  of  a  com¬ 
mittee  of  the  organization. 

The  Commissioner  has  concluded,  as  a 
matter  of  policy,  that  committees  work¬ 
ing  pursuant  to  a  contract  with  the  Food 
and  Drug  Administration  should  be  sub¬ 
ject  to  certain  minimum  standards  re¬ 
gardless  whether  the  other  provisions  of 
Subpart  D  are  applicable  to  that  com¬ 
mittee.  The  Commissioner  believes  that 
such  minimum  standards  should  be  ap¬ 
plicable  to  assure  that  a  fair  procedure 
will  be  followed  by  such  committees  even 
though  they  are  not  subject  to  the  specific 
requirements  of  the  Federal  Advisory 
Committee  Act  and  Subpart  D  of  the  new 
regulations. 

Accordingly,  §  2.321(b)  requires  that 
any  such  conu^ttee  give  public  notice  of 
its  meetings  and  agenda,  and  provide  any 
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attempt  to  exert  undue  influence  over 
the  other  members  of  the  advisory  com¬ 
mittee. 

The  Commissioner  notes  that  non¬ 
voting  consumer  and  industry  liaison 
representatives  have  served  on  all  of  the 
OTC  drug  review  advisory  committees, 
the  biologies  review  advisory  committees, 
and  the  medical  device  classification 
panels,  with  enormous  success.  With  rare 
exception,  their  conduct  has  been  entire¬ 
ly  dignified  and  proper,  and  they  have 
made  major  contributions  to  the  issues 
pending  before  those  advisory  commit¬ 
tees. 


interested  person  an  opportxmity  to  sub¬ 
mit  relevant  data,  information,  and  views 
orally  and  in  writing.  Sut^  notice  may  be 
published  in  the  Federal  Register  or  dis¬ 
seminated  by  any  other  reasonable 
means,  but  shall  in  any  event  be  filed 
with  the  Hearing  Clerk  at  least  15  days 
before  the  meeting  involved.  Minutes  of 
all  open  sessions  shall  be  maintained,  but 
minutes  of  closed  sessions  are  not  re¬ 
quired.  Finally,  the  organization  must 
apply  the  same  principles  relating  to 
conflicts  of  interest  as  the  agency  does 
in  establishing  its  own  public  advisory 
committees,  but  the  organization  is  in  no 
w’ay  obligated  to  consult  with  the  Food 
and  Drug  Administration  on  such  mat¬ 
ters.  Upon  request,  the  agency  will  assist 
or  provide  guidance  to  any  organization 
in  meeting  this  requirement. 

These  minimum  standards  will  apply 
only  to  a  committee  of  an  independent 
scientific  or  technical  organization  which 
is  working  pursuant  to  a  contract  ini¬ 
tially  executed  with  the  Food  and  Drug 
Administration  on  or  after  July  1,  1975. 
Accordingly,  such  ongoing  projects  as  the 
GRAS  list  review,  being  conducted  by  the 
Federation  of  American  Societies  of  Ex¬ 
perimental  Biology,  will  not  be  affected. 
The  Commissioner  concludes  that  it 
would  be  unfair  to  impose  such  require¬ 
ments  retroactively  upon  such  an  orga¬ 
nization  which  has  entered  into  a  project 
of  this  kind  in  good  faith  and  had  no 
advance  warning  that  such  requirements 
might  become  applicable.  In  all  future 
documents  relating  to  contracts,  such  re¬ 
quirements  will  clearly  be  spelled  out  so 
that  no  misunderstanding  can  exist. 

APPLICATION  OF  ANTICANCER  CLAUSES 
(§  2.322) 

The  Food  and  Drug  Administration  has 
previously  determined  issues  relating  to 
the  potential  application  of  the  anti¬ 
cancer  clauses  in  the  act  in  a  number 
of  different  ways.  The  Commissioner  has 
concluded  that,  in  the  future,  such  issues 
shall  ordinarily  be  referred  to  the  newly 
created  Toxicology  Advisory  Committee, 
so  that  a  consistent  application  of  the 
law  will  be  obtained. 

QUALIFICATIONS  FOR  MEMBERS  OF  STANDING 

POLICY  AND  TECHNICAL  ADVISORY  COM¬ 
MITTEES  (§  2.330) 

Section  2.330  sets  out  general  qualifi¬ 
cations  for  advisory  committee  mem¬ 
bers.  The  new  regulations  recognize  that 
representatives  of  particular  interest 
groups,  e.g.,  labor,  industry,  consumers, 
or  agriculture,  may  properly  be  included 
on  policy  advisory  committees,  but  not 
technincal  advisory  committees,  as  vot¬ 
ing  members  specifically  to  represent 
such  interests,  and  the  regulatirais  con¬ 
stitute  a  determination  pursuant  to  18 
U.S.C.  208(b)  that  no  disqualifying  con¬ 
flict  of  interest  exists  by  reason  of  the 
fact  of  such  representation.  The  repre¬ 
sentational  role  of  these  members  is 
clearly  imderstood,  and  the  Commis¬ 
sioner  concludes  that  their  viewp)oint  is 
essential  for  the  type  of  general  and 
broad  issues  considered  by  a  policy  ad¬ 
visory  committee. 


Advisory  committee  members  may  be 
removed  from  membership  by  the  Com¬ 
missioner  for  good  cause.  Although  it  is 
not  possible  to  specify  the  precise  con¬ 
tent  of  “good  cause,”  excessive  vmjusti- 
fied  absenteeism  from  meetings,  a  dem- 
emstrated  bias,  or  a  failure  to  abide  by 
the  advisory  committee  rules  and  regu¬ 
lations,  will  be  adequate  justification  for 
removal  from  the  advisory  committee. 

NOMINATIONS  OF  VOTING  MEMBERS  OF 
STANDING  ADVISORY  COMMITTEES  (5  2.- 
331) 

Section  2.331  provides  a  mechanism 
for  any  interested  member  of  the  pub¬ 
lic  to  nominate  persons  for  considera¬ 
tion  as  voting  members  of  standing  ad- 
visoi-y  committees.  The  members  of  any 
advisory  committee  may  be  chosen  from 
among  the  lists  of  nominees  and  from 
any  other  sources. 

Voting  members  of  standing  technical 
advisory  committees  serve  as  individuals, 
and  not' as  representatives  of  any  group 
or  organization  which  may  have  nom¬ 
inated  them  or  with  which  they  may  be 
affiliated. 

NOMINATIONS  AND  SELECTION  OF  NONVOT¬ 
ING  MEMBERS  OF  STANDING  TECHNICAL 
ADVISORY  COMMITTEES  (S  2.332) 

Section  2.332  provides  a  mechanism 
for  nominating  and  selecting  nonvoting 
members  of  standing  technical  advisory 
committees.  In  the  past  3  years,  the 
Commissioner  has  increasingly  included 
such  nonvoting  members  to  represent 
consumer  and  industry  interests  on 
standing  technical  advisory  committees. 
These  members  serve  in  a  liaison  func¬ 
tion  with  those  whom  they  represent. 

Nonvoting  consumer  liaison  members 
shall  be  nominated  and  selected  by  con¬ 
sumer  organizations  and  other  Interested 
consumers,  and  nonvoting  Industry  liai¬ 
son  members  shall  be  selected  by  indus¬ 
try  associations.  Because  they  have  no 
vote  and  their  liaison  role  for  particular 
interests  is  well  understood,  the  regula¬ 
tions  constitute  a  determination  pursu¬ 
ant  to  18  U.S.C.  208(b)  that  any  finan¬ 
cial  interest  they  may  have  in  the  par¬ 
ticular  class  which  they  represent  does 
not  constitute  a  disqualifying  conflict  of 
interest.  Thus,  an  industry  liaison  repre¬ 
sentative  is  not  disqualified  because  he 
holds  stock  in  the  regulated  industry 
which  he  represents,  but  a  consumer  liai¬ 
son  representative  would  be  disqualified 
if  he  were  to  held  stock  in  the  regulated 
industry  affected  by  the  work  of  the 
technical  advisory  committee  of  which 
he  Is  a  member. 

RIGHTS  AND  RESPONSIBILITIES  OF  NONVOTING 
MEMBERS  OF  ADVISORY  COMMITTEES 
*  (§  2.333) 

Section  2.333  sets  out  the  rights  and 
responsibilities  of  nonvoting  consumer 
and  industry  liaison  members  of  advisory 
committees.  In  general,  it  is  their  re¬ 
sponsibility  tq  represent  the  consumer 
and  industry  Interests  fairly  In  all 
deliberations,  but  they  must  also  exercise 
restraint  In  performing  these  functions 
and  not  engage  in  unseemly  advocacy  or 


AD  HOC  ADVISORY  COMMITTEE  MEMBERS 
($  2.334) 

Section  2.334  provide  that,  when  tlie 
Commissioner,  in  his  discretion,  utilizes 
an  ad  hoc  advisory  committee  to  review 
and  consider  a  specific  matter,  he  may 
select  the  members  pursuant  to  5§  2.331 
and  2.332  or  in  any  other  appropriate* 
manner. 


COMPENSATION  OF  PUBLIC  ADVISORY  COM¬ 
MITTEE  MEMBERS  (§  2.335) 

Section  2.335  provides  for  uniform 
compensation  of  all  members  of  Food 
and  Drug  Adrninistration  public  advisory 
committees,  except  for  those  who  waive 
such  compensation.  The  criteria  under 
which  an  advisory  committee  member 
will  be  compensated  for  an  agency- 
directed  assignment  when  it  is  performed 
at  a  time  other  than  at  an  advisory  com¬ 
mittee  meeting  are  established  in  this 
regulation. 

LIST  OF  STANDING  ADVISORY  COMMITTEES 
(§  2.340) 

Section  2.340  sets  out  a  list  of  all  cur¬ 
rent  Food  and  Drug  Administration 
standing  advisory  committees,  including 
the  date  established  and  the  fimetion 
of  the  advisory  committee.  This  list  will 
be  amended  to  add  and  delete  advisory 
committees  as  they  are  formed  and 
terminated. 

TECHNICAL  ELECTRONIC  PRODUCT  RADIATION 

SAFETY  STANDARDS  COMMITTEE  (TEPRSSC) 

(§§  2.350-2.354) 

Sections  2.350  through  2.354  govern 
the  establishment  and  procedures  of 
TEIPRSSC,  one  of  the  two  permanent 
statutory  advisory  commltt^s  of  the 
Food  and  Drug  Administration.  These 
provisions  are  to  a  large  extent  governed 
by  provisions  of  the  Radiation  Control 
for  Health  and  Safety  Act  of  1968,  and 
have  been  in  effect  for  this  advisory  com¬ 
mittee  for  some  time. 

COLOR  ADDITIVE  ADVISORY  COMMITTEES 
(S§  2.360-2.364) 

Sections  2.360  through  2.364  govern 
the  establishment  and  procedures  of  a 
color  additive  advisory  committee  pursu¬ 
ant  to  section  706(b)  (5)  (B)  of  the  act, 
as  added  by  the  Color  Additive  Amend¬ 
ments  of  1960.  There  is  a  legal  right  to 
such  an  advisory  committee  for  the  limi¬ 
ted  purpose  of  reviewing  the  application 
(ff  toe  anticancer  clause  contained  in 
section  706  of  toe  act  to  a  specific  color 
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additive,  and  the  Commissioner  may.  in 
his  discretion,  also  refer  to  any  such  ad¬ 
visory  committee  other  issues  relating 
to  a  color  additive. 

Section  706(b)  (5)  (D)  of  the  act  pro¬ 
vides  that  a  color  additive  advisory  com¬ 
mittee  shall  be  composed  of  expM’ts  se¬ 
lected  by  the  National  Academy  of  Sci- 
encies  or,  if  the  NAS  is  unable  or  refuses 
to  act,  by  the  Secretary.  The  law  is  clear 
that  the  recommendations  and  advice 
shall  be  provided  by  the  advisory  com¬ 
mittee,  not  by  the  NAS.  Accordingly,  the 
provisions  of  the  Federal  Advisory  Com¬ 
mittee  Act  and  Subpart  D  of  Part  2  will 
be  fully  applicable,  and  $  2.321,  relating 
to  committ^  working  pursuant  to  a  con¬ 
tract  with  the  Food  and  Drug  Adminis¬ 
tration.  will  not  be  applicable. 

The  Commissioner  notes  that  section 
203  of  the  Color  Additive  Amendments 
of  1960,  which  contain  transitional  pro¬ 
visions  relating  to  commercially  estab- 
It^ed  colors,  provided  for  reference  of 
matters  to  a  color  additive  advisory  com¬ 
mittee  and  for  an  opportunity  for  a 
formal  evidentiary  public  hearing  on  cer¬ 
tain  matters,  for  a  period  of  2V^  years 
after  enactment  of  that  statute.  Since 
that  time  period  has  now  expired,  those 
provisions  are  no  longer  applicable  and 
thus  there  is  no  right  either  to  a  color 
additive  advisory  committee  or  to  an  op¬ 
portunity  for  a  hearing  on  such  matters 
at  this  time. 

Some  of  the  provisions  contained  in 
these  new  sections  were  previously  con¬ 
tained  in  fS  8.12  through  8.14  of  the 
agency  regulations.  Those  sections  are 
therefore  being  revoked  by  these  new 
regulations. 

STANDING  TECHNICAL  PUBLIC  ADVISORY  COM¬ 
MITTEES  FOR  HUMAN  PRESCRIPTION  DRUGS 

(§8  2.370-2.373) 

Sections  2.370  through  2.373  govern  the 
use  of  standing  technical  public  advisory 
committees  to  conduct  public  hearings 
on  and  to  consider  issues  with  respect  to 
human  prescription  drugs,  including 
antibiotic  drugs  and  biologicals.  In  the 
past  few  years,  as  the  medical  and  scien¬ 
tific  Issues  raised  by  the  agency’s  review 
of  human  prescription  drugs  have  in¬ 
creased  in  complexity,  the  Commissioner 
has  Increasingly  relied  upon  the  use  of 
standing  technical  public  advisory  com¬ 
mittees  for  advice  and  recommendations 
on  such  matters.  Advisory  committees  of 
this  nature  have  brought  to  the  agency 
the  experience  and  expertise  of  out¬ 
standing  experts  in  the  field.  The  Com¬ 
missioner  concludes  that  this  use  of  ad¬ 
visory  committees  has  important  benefits 
for  the  public  and  the  agency  and  should 
be  subject  to  clear  guidelines  set  out  in 
these  new  regulations. 

Section  2.371  establishes  the  criteria 
for  those  investigational  and  marketed 
drugs  for  which  there  Is  a  high  priority 
for  review  by  the  appropriate  standings 
technical  advisory  committee.  Such  drugs 
include  those  which  represent  a  signifi¬ 
cant  therapeutic  advance,  new  single 
chemical  entitles,  and  Issues  that  have 
attracted  wide  public  Interest.  An  ad¬ 
visory  committee  may  also  request  the 
Commissioner  for  an  opportunity  to  hold 
a  pubUc  hearing  on  and  to  review  any 


particular  drug  which  falls  within  the 
pharmacological  class  covered  by  the  ad¬ 
visory  committee.  Advisory  committee 
members  may  be  invited  to  bureau  meet¬ 
ings  and  discussions  relating  to  particu¬ 
lar  issues. 

In  the  past,  advice  and  recommenda¬ 
tions  on  pending  Issues  relating  to 
human  prescription  drugs  have  at  times 
been  provided  by  advisory  committees 
orally.  This  practice  has  led  to  some  im- 
certainty  about  the  specific  opinions 
rendered  by  the  advisory  committee.  Ac¬ 
cordingly,  §  2.372  provides  that  advice 
and  recommendations  given  by  these  ad¬ 
visory  committees  shall  ordinarily  be  in 
the  form  of  a  written  report,  which  may 
consist  of  the  approved  minutes  or  a 
separate  written  document.  Hie  written 
report  must  respond  to  the  specific  issues 
posed  to  the  advisory  committee,  and 
state  the  basis  of  the  advice  and  recom¬ 
mendations  given. 

The  Commissioner  is  aware  that  in¬ 
terested  persons  outside  the  agency  may 
at  times  disagree  with  an  important 
agency  decision  with  respect  to  a  par¬ 
ticular  drug.  Section  2.373  therefore  per¬ 
mits  such  interested  persons  to  request 
that  the  agency  refer  any  such  matter 
to  an  advisory  committee.  Hie  Commis¬ 
sioner  may,  of  course,  grant  or  deny  any 
such  request. 

Public  Hearing  Before  the 

Commissioner  (Subpart  E) 

Subpart  E  establishes  procedures  gov¬ 
erning  a  legislative-type  public  hearing 
during  which  any  person  may  state  his 
views,  together  with  supporting  data  and 
information,  with  respect  to  the  matters 
involved. 

The  Commissioner  has  concluded  that 
a  hearing  of  this  tyiie,  which  is  basically 
the  same  as  a  hearing  held  by  legislative 
bodies,  is  very  useful  when  the  agency  is 
considering  new  regulations  or  broad 
policy  or  requirements  which  affect  many 
interested  persons.  See,  e.g.,  the  notices 
of  hearings  on  prescription  drugs  indi¬ 
cated  for  cough  and  allergy  published  in 
the  Federal  Register  of  May  15,  1973 
(38  FR  12769) ,  and  on  the  tentative  final 
order  for  OTC  antacid  drugs  published 
in  the  Federal  Register  of  January  8, 
1974  (39  FR  1359) .  Such  hearings  assure 
concerned  members  of  the  public  that 
the  agency  oflBcials  responsible  for  the 
matter  will  be  directly  presented  with  the 
issues  involved,  and  provide  agency  of¬ 
ficials  with  an  opportunity  to  engage 
those  concerned  about  the  matter  in  a 
meaningful  dialogue  on  those  issues.  See 
O’Keefe,  A  Fine  New  Twist — A  brief 
Commentary  on  the  Commissioner  of 
Food  and  Drugs’  First  Oral  Hearing,  29 
Food  Drug  Cosmetic  Law  Journal  116 
(March  1974). 

SCOPE  OF  SUBPART  <§  2.400) 

Section  2.400  provides  that  a  public 
hearing  before  the  Commissioner  pursu¬ 
ant  to  Subpart  E  may  be  held  in  the  dis¬ 
cretion  of  the  Commissioner,  or  pursuant 
to  specific  provisions  in  other  sections  of 
agency  regulations,  or  in  lieu  of  a  formal 
evidentiary  public  hearing  pursuant  to 
8  2.117.  'The  only  provision  presently  con¬ 
tained  in  Food  and  Drug  Administration 


regulations  which  specifically  provides 
for  such  a  hearing  is  8  330.10(a)  (8). 
which  provides  an  opportunity  for  a 
public  hearing  before  the  Commissioner 
after  the  tentative  final  monograph  is 
published  for  an  over-the-coimter 
(OTC)  drug  but  before  the  final  mono¬ 
graph  Is  promulgated. 

NOTICE  OF  A  PUBLIC  HEARING  BEFORE  THE 
COMMISSIONER  (8  2.401) 

Section  2.401  requires  that  public  no¬ 
tice  of  a  hearing  before  the  Commission¬ 
er  be  published  in  the  Federal  Register. 
The  hearing  notice  shall  state  the  pur¬ 
pose  of  the  hearing  and  include  or  refer 
to  any  written  document  which  is  to  be 
the  sub j  etc  matter  of  the  hearing.  If  the 
hearing  is  in  lieu  of  a  formal  evidentiary 
public  hearing,  the  notice  shall  comply 
with  the  requirements  of  8  2.117(e). 

In  some  instances,  such  a  hearing  will 
be  limited  to  review  of  an  existing  ad¬ 
ministrative  record.  For  example,  pur¬ 
suant  to  8  330.10(a)  (10)  of  the  regula- 
tirnis  governing  the  development  of  OTC 
drug  monographs,  the  administrative 
record  is  closed  when  the  advisory  review 
committee  Issues  its  report  and  recom¬ 
mendations  to  the  Com^ssioner.  There¬ 
after,  no  additional  data  or  information 
may  be  submitted  or  considered. 

NOTICE  OF  appearance;  schedule 

FOR  HEARING  (8  2.402) 

After  the  notice  appears  in  the  Federal 
Register,  any  person  interested  in  par¬ 
ticipating  in  the  hearing  must  inform  the 
Hearing  Clerk  or,  if  only  a  short  period 
of  time  is  involved,  a  specifically  named 
Food  and  Drug  Administration  employee, 
of  that  interest.  A  specific  amount  of 
time  shall  be  requested  for  each  presen¬ 
tation.  As  promptly  as  possible  after  the 
time  for  making  such  requests  expires, 
each  person  will  be  Informed  of  the  time 
of  his  presentation  and  the  amount  of 
time  allocated  for  it. 

CONDUCT  OF  A  PUBLIC  HEARING  BEFORE 
THE  COMMISSIONER  (8  2.403) 

The  Commissioner  or  his  designee  will 
preside  at  the  hearing.  Other  agency  em¬ 
ployees  may  also  accompany  the  presid¬ 
ing  ofiBcer  and  may  serve  as  a  panel  in 
conducting  the  hearing. 

The  hearing  will  be  conducted  in  the 
same  way  that  a  legislative  hearing  is 
conducted.  Those  making  presentations 
may  be  accompanied  by  anyone  of  their 
choosing  and  may  present  any  relevant 
data,  information,  or  views  during  their 
allotted  time.  The  presiding  officer  and 
those  who  serve  with  him  may  ask  such 
questions  as  they  deem  appropriate,  but 
no  other  person  may  ask  questions. 
Additional  time  may  be  allotted  to 
any  person,  in  the  discretion  of  the  pre¬ 
siding  officer,  but  the  time  allotted  for 
any  person  may  not  be  reduced. 

WRITTEN  SUBMISSIONS  PERTAINING  TO  A 

PUBLIC  HEARING  BEFORE  THE  COMMIS¬ 
SIONER  (8  2.404) 

Following  the  hearing,  the  record  shall 
rediain  open  for  15  days  for  the  filing  of 
addlticmal  written  submissions  unless  the 
notice  of  hearing  or  the  presiding  officer 
specifies  otherwise. 
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ADlflMISTRATrVE  RECORD  OF  A  PUBLIC  HEAR¬ 
ING  BEFORE  THE  COMMISSIONER  (S  2.405) 

Section  2.405  specifies  the  administra¬ 
tive  record  of  the  hearing.  Such  record 
shall  be  included  as  part  of  the  record 
of  any  administrative  proceeding  invtriv- 
ing  the  matter. 

EXAMINATION  OF  ADMINISTRATIVE 
RECORD  (§  2.40S> 

The  entire  administrative  record  of  a 
public  hearing  before  the  Commissioner 
is  available  for  puMic  examination  and 
copying,  pursuant  to  the  provisions  of 
S  2.5(j)(l),  except  that  where  this  form 
of  hearing  is  being  used  as  an  alterna¬ 
tive  form  of  hearing  in  lieu  of  a  formal 
evidwitiary  public^  hearing  the  limita¬ 
tions  in  §  2.5(j)  (2")  and  (3)  will  be  ap-  , 
plicable. 

Regulatory  Hearing  Before  the  Food 
AND  Drug  Administration  (Subpart  F) 

Subpart  F  governs  all  informal  fact¬ 
finding  hearings  held  by  the  Food  and 
Drug  Administration  in  determining 
whether  any.  or  what  type  of.  regulatory 
action  should  be  taken  with  respect  to  a 
particular  matter  involving  a  specified 
person.  This  tsre  of  hearing  involves 
consideration  of  direct  regulatory  action 
in  a  specific  fact  situation  limited  to  a 
particular  firm,  whether  on  an  adminis¬ 
trative  basis  or  through  the  courts,  and 
does  not  involve  the  type  of  policy  issues 
usually  considered  in  a  pubUc  hearing 
before  the  Commissioner  pursuant  to 
Subpart  E  or  other  general  matters  such 
as  the  development  of  regulations.  The 
requirements  for  a  regulatory  hearing, 
as  established  in  this  subpart,  meet  or 
exceed  all  the  standards  for  procedural 
due  process  of  law  delineated  in  Clold- 
berg  V.  K^y,  397  U.S.  254  (1970). 

SCOPE  OF  SUBPART  (§  2.500) 

A  regulatory  hearing  before  the  Com¬ 
missioner  is  appropriate  in  two  quite  dif¬ 
ferent  types  of  situations.  In  some  in¬ 
stances,  the  Commissioner  may  be  con¬ 
sidering  a  particular  matter  and  lacks 
sufficient  information  to  make  a  final 
determination  as  to  whether  any  regula¬ 
tory  action  is  warranted  and,  if  so,  what 
type  of  action  is  appropriate.  In  the 
past,  the  opportunity  for  informal  pres¬ 
entation  of  ^ews  pursuant  to  section  305 
of  the  act  was  frequently  used  for  this 
purpose.  The  Food  and  Drug  Adminis- 
traUon  concluded  some  time  ago,  how¬ 
ever.  that  this  was  an  improper  use  of 
section  305  of  the  act,  and  that  section 
305  should  be  limited  to  situations  where 
criminal  action  is  seriously  being  con¬ 
sidered.  Accordingly,  wherever  criminal 
action  is  not  under  serious  ccm- 
sideration  but  additional  information  is 
needed  for  a  regulatory  determination, 
the  Ccanmissloner  may  use  the  regula¬ 
tory  hearing  procedure  set  out  in  this 
subpart  as  one  method  of  gaining  in¬ 
formation  to  make  a  final  determination 
on  appropriate  action.  If  the  Commis¬ 
sioner  concludes  that  the  possibility  of 
criminal  action  should  be  considered 
after  a  regulatory  bearing  Is  held,  an 
opportunity  for  presentation  of  views 


will  be  given  In  accordance  with  section 
305  of  the  act,  but  under  no  circum¬ 
stances  is  a  regulatory  hearing  required 
prior  to  a  section  305  citation. 

In  addition,  under  some  provisions  of 
current  agency  regulations,  persons  af¬ 
fected  by  adverse  agency  action  have  an 
opportunity  for  a  hearing.  Present  pro¬ 
visions  of  law  do  not  require  that  this 
be  a  “hearing  on  a  record,”  and  thus  the 
provisions  of  Subpart  B  relating  to  a 
formal  evidentiary  public  hearing  are 
not  required  to  be  applied.  For  the  most 
part,  present  regulations  simply  provide 
an  opportunity  for  a  hearing,  without 
specifying  the  form  of  the  hearing  or 
the  procedure  to  be  followed.  Accord¬ 
ingly,  the  Commissioner  concludes  that 
a  specific  procedure  should  be  incorpo¬ 
rated  in  Subpart  F  for  this  purpose. 

Section  2.500(b)  lists  some  24  provi¬ 
sions  of  current  agency  regulations  which 
provide  a  hearing,  or  which  are  being 
amended  by  these  regulations  to  provide 
for  a  hearing,  upon  a  determination  by 
the  Food  and  Drug  Administration  that 
is  adverse  to  the  interests  of  the  persons 
involved.  In  each  of  these  instances,  the 
provisions  of  Subpart  F  will  be  appli¬ 
cable.  The  Commissioner  invites  all  in¬ 
terested  persons  to  identify,  in  comments 
on  these  new  regulations,  additional  pro¬ 
visions  of  current  regfulations  which 
should  also  be  subject  to  an  opportunity 
for  a  regulatory  hearing. 

The  Commissioner  emphasizes  that 
the  new  regulations  provide  a  right  to 
a  regulatory  hearing  only  with  respect 
to  those  si)ecific  matters  listed  in  S  2.500 
(b).  In  aU  other  instances,  an  oppor¬ 
tunity  for  a  regulatory  hearing  is  solely 
within  the  discretion  of  the  Commis¬ 
sioner. 

inapplicability  and  limited  application 

(§  2.501) 

Section  2.501(a)  of  the  new  regula¬ 
tions  provides  that  the  informal  presen¬ 
tation  of  views  before  reporting  a  crim¬ 
inal  violation  pursuant  to  section  305  of 
the  act  and  section  5  of  the  Federal  Milk 
Import  Act  is  not  governed  by  the  pro¬ 
visions  of  Subpart  F.  The  Commissioner 
intends  in  the  near  future  to  revise  the 
regulations  governing  these  presenta¬ 
tions,  in  §S  1.6  and  1210.31,  to  provide 
better  guidance  with  respect  to  such 
matters.  The  Commissioner  concludes 
that  these  specific  statutory  proceedings 
are  intended  not  to  be  adversarial  in  na¬ 
ture.  but  simply  to  provide  an  oppor¬ 
tunity  for  discussion  at  an  Informal 
conference,  for  which  the  provisions  of 
Subpart  P  would  be  inappropriate. 

Similarly,  S  2.501(a)  provides  that  the 
hearing  held  with  respect  to  a  refusal  of 
admission  of  any  product  offered  for  im¬ 
port  into  the  country  is  not  governed 
by  Subpart  P,  The  courts  have  held  that 
importation  of  any  product  subject  to  the 
8w;t  into  the  United  States  is  entirely 
within  the  discretion  of  the  Commis¬ 
sioner  and  is  not  subject  to  the  require¬ 
ments  for  an  adjudicatory  hearing  pur¬ 
suant  to  the  Administrative  Procedure 
Act,  5  U.S.C.  554.  See  Sugarman  v. 
Porbragd,  267  P.  Supp.  817,  825-826  (N.D, 
Cml.  1967),  aff’d,  405  P.  2d  1189  (9th  Clr. 


1968) .  The  Commissioner  concludes  that, 
because  of  the  large  number  of  import 
detentions  involved,  the  present  pro¬ 
cedure  for  informal  conferences  is  more 
suited  to  this  type  of  matter  than  is  a 
regulatory  hearing  imder  Subpart  F. 

The  Commissioner  recog^zes  that 
other  specific  procedural  provisions  in 
other  sections  of  agency  regulations, 
such  as  the  new  procedures  governing 
emergency  permit  control  under  Subpart 
A  of  Part  90,  should  continue  to  govern 
those  specific  proceedings.  Accordingly, 
where  other  specific  procedural  provi¬ 
sions  exist,  they  will  override  the  pro¬ 
visions  of  Subpart  F  except  to  the  extent 
that  the  provisions  in  Subpart  P  supple¬ 
ment  but  are  not  in  conflict  with  them. 
Thus,  §  2.501(b)  provides  that  the  addi¬ 
tional  procedural  safeguards  provided 
by  the  right  to  counsel,  reconsideration 
and  stay,  and  judicial  review  in  Subpart 
F  will  be  applicable  in  all  instances,  since 
no  other  Food  and  Drug  Administration 
procedural  regulations  conflict  with  those 
provisions,  except  for  the  proceedings 
exempted  in  §  2.501(a). 

presiding  OFFICER  (S  2.505) 

Section  2.505  provides  that  any  Food 
and  Drug  Administration  employee  to 
whom  the  Commissioner  delegates  such 
authority,  or  any  person  designated  by 
such  employee,  may  serve  as  the  presid¬ 
ing  officer  at  a  regulatory  hearing.  The 
presiding  officer  must,  however,  be  a 
neutral  and  unbiased  official.  Thus,  he 
shall  not  have  participated  in  the  in¬ 
vestigation  or  action  which  is  the  subject 
of  the  hearing,  or  be  directly  subordinate 
to  a  person  who  has  participated  in  such 
investigation.  The  Food  and  Drug  Ad¬ 
ministration  may  substitute  a  different 
presiding  officer  for  the  one  originally 
designated,  without  notice  to  the  parties, 
since  the  person  originally  designated  as 
the  presiding  officer  may  be  unavailable 
when  the  hearing  occurs. 

right  to  counsel  (5  2.506) 

Section  2.506  guarantees  to  every  party 
to  a  hearing  Uie  fundamental  due  proc¬ 
ess  right  to  be  advised  and  accompanied 
by  counsel. 

REGULATORY  HEARING  ON  THE  INITIATIVE 
OF  THE  COMMISSIONER  (§  2.510) 

Section  2.510  governs  the  pr<x;edures 
to  be  followed  at  a  regulatory  hearing 
held  on  the  initiative  of  the  Commis¬ 
sioner.  Such  a  hearing  shall  be  Initiated 
by  a  notice  of  opportunity  for  hearing 
given  by  the  Food  and  Drug  Administra¬ 
tion  to  the  party  or  parties  Involved. 
Such  notice  shall  specify  the  facts  and 
action  which  are  the  subject  of  an  oppor¬ 
tunity  for  a  hearing  and  require  a  re¬ 
sponse  within  a  stated  time  period  to 
a  specified  indvidual. 

If  no  response  is  filed  within  the 
stated  time  period,  the  offer  for  a  hear¬ 
ing  shall  be  deemed  to  have  been  refused, 
and  no  hearing  shall  be  held.  If  a  hear¬ 
ing  is  requested,  it  shall  take  place  at  a 
time  and  location  agreed  upon  by  the 
parties  or,  in  the  absence  of  such  agree¬ 
ment,  at  a  time  and  location  designated 
by  the  presiding  officer. 
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BCGULATORY  HEARING  PURSUANT  TO 
RSGUl^TION  (S  2.S11) 

Section  2.511  deals  with  regulatory 
hearings  Initiated  at  the  request  of  a 
party,  rather  than  im  the  Initiative  of 
the  Commissioner.  Pursuant  to  the  vari¬ 
ous  provisions  of  the  agency  regulations 
listed  in  S  2.500(b),  any  person  who  Is 
adversely  affected  by  the  particular  ac¬ 
tion  specified  therein  shall  have  a  right 
to  an  opportunity  for  a  regulatory  hear¬ 
ing.  The  Food  and  Drug  Administration 
is  required  to  furnish  any  such  person 
a  notice  of  opportunity  for  hearing, 
which  shall  include  the  amount  of  time 
within  which  he  may  request  a  hearing. 
The  failure  to  request  a  hearing  shall  be 
deemed  to  constitute  a  waiver  of  any 
right  to  a  hearing. 

Before  the  hearing,  the  Food  and  Drug 
Administration  shall,  upon  request,  give 
to  the  party  requesting  the  hearing  rea¬ 
sonable  notice  of  the  matters  to  be  con¬ 
sidered  at  the  hearing,  including  a  com¬ 
prehensive  statement  of  the  basis  for  the 
decision  or  action  taken  or  proposed  by 
the  Commissioner  and  a  general  sum¬ 
mary  of  the  information  that  will  be  pre¬ 
sented  by  the  agency  at  the  hearing  in 
support  of  such  decision  or  action.  The 
Commissioner  believes  that  such  notice  is 
necessary  in  order  reasonably  to  inform 
the  party  of  the  matters  involved.  Be¬ 
cause  the  time  between  the  request  for 
hearing  and  the  hearing  date  may  be 
short,  however,  such  notice  may  be  given 
either  orally  or  in  writing,  in  the  discre¬ 
tion  of  the  Commissioner. 

The  Commissioner  may  take  such  ac¬ 
tion  pending  a  regidatory  hearing  under 
this  section  as  he  concludes  to  be  neces¬ 
sary  to  protect  the  public  health,  except 
where  expressly  prohibited  by  statute  or 
regulation.  See  Goldberg  v.  Kelly,  397 
UJS.  254,  263  n.  10  (1970).  If  acUon  is 
taken  and  not  stayed  pending  the  hear¬ 
ing.  the  hearing  on  the  matter  will  be 
expedited.  After  the  hearing  is  con¬ 
cluded,  a  written  decision  will  be  pre¬ 
pared  stating  the  reasons  for  whatever 
administrative  action  is  taken  by  the 
Cmnmissloner,  and  the  basis  in  the 
record. 

HEARING  PROCEDURE  (9  2.512) 

Section  2.512  specifies  the  procedure  to 
be  used  in  conducting  any  regulatory 
hearing  pursuant  to  Subpart  F.  A  regu¬ 
latory  hearing  will  be  a  private  hearing 
unless  the  party  who  requests  the  hear¬ 
ing  determines  otherwise.  The  determi¬ 
nation  to  make  the  hearing  a  public 
hearing  may  be  made  in  either  of  two 
ways.  First,  the  party  requesting  the 
hearing  may  simply  request  that  it  be 
conducted  in  public,  in  which  case  this 
will  be  done.  Second,  if  the  party  re¬ 
questing  the  hearing  wishes  to  be  ac¬ 
companied  by  any  person  other  than  an 
employee  or  consultant  or  other  person 
subject  to  a  commercial  arrangement  as 
deflend  in  9  4.81(a) ,  the  hearing  must  be 
a  public  hearing  and  any  interested  per¬ 
son  may  attend. 

At  the  hearing,  employees  of  the 
agency  must  give  a  full  and  complete 
statement  of  the  action  which  is  the 
subject  of  the  hearing,  together  with  the 


information  and  reasons  supporting  it, 
and  may  present  any  informaticm  lole- 
vant  to  the  hearing.  The  Food  and  Drug 
Administration  has  the  burden  (rf  proof 
in  any  hearing  conducted  pursuant  to 
the  specific  provisions  listed  in  9  2.5()0(b) . 
The  party  requesting  the  hearing  shall 
have  the  right  to  present  any  oral  or 
written  Information  relevant  to  the 
hearing.  AU  parties  may  conduct  reason¬ 
able  cross-examination. 

The  Commissioner  emphasizes  that 
the  regulatory  hearing  is  Intended  to  be 
Informal  in  nature.  The  technical  rules 
of  evidence  shall  not  apply.  Accordingly, 
objections  on  the  basis  of  hearsay,  lead¬ 
ing  questions,  or  similar  legal  technloall- 
ties,  shall  not  be  heard.  All  Information  in 
any  way  reasonably  related  to  the  matter 
shall  be  included  in  the  record. 

The  presiding  officer  ^all  prepare  a 
written  report  of  the  hearing.  This  re¬ 
port  may  be  reviewed  and  corrected  by 
all  parti^  to  the  hearing  if  time  permits, 
l.e.,  if  immediate  action  is  not  necessary 
in  the  public  Interest  as  a  result  of  in¬ 
formation  obtained  during  the  hearing. 
If  the  hearing  is  transcribed,  such  trans¬ 
portation  shall  be  a  part  of  the  report  of 
the  hearing. 

ADMINISTRATIVE  RECORD  OF  A  REGULATORY 
HEARING  (9  2.513) 

Section  2.513  specifies  the  record  of  the 
administrative  proceeding.  This  record 
will  be  Included  as  part  of  the  record  of 
any  administrative  proceeding  involving 
the  matter. 

EXAMINATION  OF  ADMINISTRATIVE  RECORD 
(9  2.154) 

The  availability  for  public  disclosure 
of  the  administrative  record  of  a  regu¬ 
latory  hearing  shall  be  governed  by  the 
provisions  of  the  public  information  reg¬ 
ulations.  Tlius,  disclosure  will  depend 
upon  the  subject  matter  Involved  in  the 
hearing.  For  example,  trade  secrets  and 
information  that  would  represent  a 
clearly  unwarranted  invasion  of  pers<mal 
privacy  will  not  be  available  for  public 
disclosure,  pursuant  to  99  4.61  and  4.63. 
If  the  hearW  Involves  an  IND  plan,  the 
provisions  of  99  312.5  and  314.14  will  ap¬ 
ply,  and  if  the  hearing  Involves  the  safety 
of  a  cosmetic  ingredient  any  safety  in¬ 
formation  volimtarily  submitted  to  the 
agency  at  the  hearing  would  be  available 
for  public  disclosure  pursuant  to  9  4.111 
(data  and  information  submitted  volun¬ 
tarily  to  the  Food  and  Drug  Administra¬ 
tion)  .  Investigatory  records  compiled  for 
law  enforcement  purposes  will  be  made 
available  pursuant  to  the  provisions  of 
9  4.64,  l.e.,  all  Infm-mation  disclosed  to 
the  party  will  immediately  be  available 
for  public  disclosure,  except  where  pos¬ 
sible  criminal  prosecution  is  involved. 

RECORD  FOR  ADMINISTRATIVE  DECISION 
(9  2.515) 

Fot  those  matters  where  the  Commis¬ 
sioner  has  offered  an  oiH>ortunlty  for  a 
hearing  in  his  discretion,  pursuant  to 
9  2.500(a),  the  Commissioner  may  con¬ 
sider  all  relevant  data  and  information 
as  well  as  the  administrative  recOTd  of 
the  hearing  in  determining  whether  reg¬ 
ulatory  action  should  be  imdertaken  and. 


If  so,  what  form  of  action  should  be 
taken. 

With  respect  to  those  regulatory  hear¬ 
ings  which  are  provided  pursuant  to  the 
qiecifio  provisions  in  the  regulations 
cross-referenced  in  9  2.500(b) ,  the  ad¬ 
ministrative  record  of  the  hearing  con¬ 
stitutes  the  exclusive  record  for  decision 
by  the  Commissioner. 

RECONSIDERATION  AND  STAY  OF  ACTION 
(9  2.516) 

Section  2.516  provides  that,  following 
any  final  administrative  action  vdiich  is 
the  subject  of  a  hearing,  any  participant 
may  petition  for  reconsideration  or  a 
stay  of  actlcm  pursuant  to  99  2.8  or  2J). 
This  excludes,  of  course,  any  decision  to 
institute  dvll  or  .criminal  action  in  the 
courts. 

JUDICIAL  REVIEW  (9  2.520) 

The  availability  of  judicial  review  with 
respect  to  any  administrative  action 
which  is  the  subject  of  a  hearing  pur¬ 
suant  to  this  subpart  shall  be  governed 
by  9  2.11.  The  Commissioner  has  con¬ 
cluded  that  it  is  not  feasible  to  state  de¬ 
finitive  rules  with  respect  to  the  availa¬ 
bility  of  judicial  review  of  action  taken 
as  a  result  of  a  regulatory  hearing,  be¬ 
cause  of  the  differ«it  t3T>es  of  action 
that  msty  be  the  subject  of  such  a  hear¬ 
ing.  If  a  regulatory  hearing  results  in  a 
seizure  or  injunction  action  or  section 
305  citation  and  criminal  prosecution  in 
the  Federal  courts,  the  proper  remedy 
for  any  aggrieved  party  is  to  contest  such 
action  in  the  courts.  Judicial  review  of 
the  CTOmmissloner’s  decision  to  take  such 
action  is  not  permissible.  Where  the  ad¬ 
ministrative  action  taken  by  the  (Tom- 
missloner  is  not  final  in  nature.  Judicial 
review  also  is  not  permitted.  Where  the 
Commissioner  takes  final  administrative 
action  as  a  result  of  a  regulatory  hear¬ 
ing,  however,  judicial  review  of  such 
final  action  is  clearly  permitted  in  ac¬ 
cordance  with  the  provisions  of  9  2.11. 
Such  review  would,  of  course,  be  based 
solely  upon  the  administrative  record  of 
the  proceeding,  and  would  not  properly 
consider  any  data.  Information,  or  argu¬ 
ments  not  presented  in  the  course  of  the 
regulatory  hearing. 

Standards  of  Conduct  and  Conflicts  of 
Interest  (Subpart  O) 

Subport  O  of  the  regulations  will  in¬ 
clude,  or  cross-reference,  all  regulations 
governing  the  standards  of  conduct  and 
confilcts  of  Interest  with  respect  to  pres¬ 
ent  and  former  employees  of  the  Food 
and  Drug  Administration,  including  spe¬ 
cial  government  onployees  and  em¬ 
ployees  of  the  Food  and  Drug  Division 
of  the  Office  of  General  Counsel. 

SCOPE  OF  SUBPART  (9  2.600) 

Although  Subpcuii  G  is  established  to 
Include  all  pertinent  regulations  with 
respect  to  these  matters  for  all  presort 
and  former  agency  employees,  many  at 
these  regulations  are  still  in  the  process 
of  devel(n>ment.  Accordingly,  the  provi¬ 
sions  Included  In  Subpart  G  at  tills  time 
represent  only  brief  and  initial  state¬ 
ments  of  very  general  policy.  The  CJom- 
mlssloner  anticipates  that  substantial 
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further  regulations  will  be  added  to  this 
sulH>art  in  the  future,  particularly  relat¬ 
ing  to  former  emi^oyees  and  all  special 
government  employees. 

REFERENCE  TO  DEPARTMENT  REGULATIONS 

(S  2.610) 

All  Food  and  Drug  Administration 
employees  are  fully  subject  to  the  regu¬ 
lations  (45  CFR  Part  73)  governing 
standards  of  conduct  for  Department  of 
Health,  Education,  and  Welfare  em¬ 
ployees,  except  that  agency  special  gov¬ 
ernment  employees  are  subject  only  to 
Subpart  L  of  45  CFR  Part  73.  In  addition, 
only  Food  and  Drug  Administration  em¬ 
ployees  are  subject  to  the  provisions  of  45 
CFR  Part  73a,  which  supplement  the  De¬ 
partment  regulaticms.  The  provisions  of 
45  CPTl  Part  73a  do  not  apply  to  special 
government  employees  of  the  Pood  and 
Drug  Administration. 

CODE  OF  ETHICS  FOR  GOVERNMENT  SERVICE 

(S  2.611) 

Section  2.611  makes  applicable  to  all 
Food  and  Drug  Administration  em¬ 
ployees.  including  special  government 
onployees,  the  code  of  ethics  for  govern- 
mmt  service  adopted  by  Congress  in 
1958.  The  Commissioner  believes  that 
this  code  embodies  high  ethical  princi¬ 
ples  aiH>licable  to  all  agency  employees. 

FOOD  AND  DRUG  ADMINISTRATION  CONFLICT 

OF  INTEREST  REVIEW  BOARD  (§  2.612) 

Under  §  2.612,  the  Commissioner  will 
establish  a  p>ermanent  five-member  Con¬ 
flict  of  Interest  Review  Board  which 
shall  review  and  make  recommendations 
to  the  Commissioner  with  respect  to  all 
matters  brought  before  it  relating  to  con¬ 
flicts  of  interest.  The  Associate  Commis¬ 
sioner  for  Administration  shall  be  re¬ 
sponsible  for  bringing  issues  to  the  Re¬ 
view  Board.  In  addition,  any  individual 
Inside  or  outside  the  agency  who  is  the 
subject  of  an  adverse  determination  of 
any  kind  by  the  Office  of  the  Associate 
Commissioner  for  Administration  shall 
have  the  right  to  an  appeal  to  the  Re¬ 
view  Board  with  respect  to  that  matter. 

The  Review  Board  will  be  a  permanent 
body  whose  purpose  is  to  establish 
guidelines  and  precedents,  through  writ¬ 
ten  decisions,  guidelines,  and  regula¬ 
tions,  that  will  govern  all  conflict  of 
interest  issues  within  the  agency.  When¬ 
ever  feasible,  the  policy  adopted  as  a  re¬ 
sult  of  the  work  of  the  Review  Board 
shall  be  incorporated  in  regulations  in 
Subpart  G. 

The  Review  Board  shall  be  sensitive  to 
the  privacy  rights  of  individuals  with  re¬ 
spect  to  the  information  it  receives.  In 
some  instances,  the  only  information 
that  will  be  disseminated  publicly  will 
be  written  in  a  form  that  does  not  reveal 
the  identity  of  the  individual  involved. 
In  other  instances,  either  pursuant  to 
general  regulations  adopted  by  the 
agency  or  pursuant  to  a  specific  deter¬ 
mination  for  a  named  individual,  public 
disclosure  of  Information  related  to  an 
individual  will  be  appropriate  to  provide 
public  notice  of  the  circumstances  under 
whkdi  the  individual  is  serving  as  a  gov¬ 
ernment  emi^oyee  or  special  government 


employee.  For  example,  information  may 
routinely  be  flled  with  the  Public  Rec¬ 
ords  and  Documents  Center  with  respect 
to  stockholdings  of  agency  consultwts 
which  have  been  determined  not  to  be 
substantial,  to  give  public  notice  about 
such  holdings. 

DUTY  TO  REPORT  VIOLATIONS  (§  2.613) 

Section  2.613  provides  that  all  agency 
employees  who  have  factual  information 
showing  or  who  otherwise  believe  that 
any  present  or  former  Food  and  Drug 
Administration  employee  has  violated  or 
is  violating  any  provision  of  the  laws 
summarized  in  45  CFR  Part  73  should 
report  such  information  directly  to  the 
agency’s  Policy  Management  Staff 
(HFA-20) ,  which  is  responsible  for  han¬ 
dling  all  matters  of  this  type.  The  Com¬ 
missioner  advises  that,  imder  existing 
statutory  and  case  law,  the  failure  to 
report  a  violation,  by  itself,  is  not  suffi¬ 
cient  to  subject  an  individual  who  knows 
of  such  violation  to  potential  criminal 
liability  as  an  accessory  or  accomplice. 
Accordingly,  §  2.613(a)  simply  encour¬ 
ages  reporting  of  violations,  but  no  pen¬ 
alty  is  or  can  be  imposed  for  failure  to 
report  under  these  circumstances.  In  con¬ 
sidering  reports  submitted  pursuant  to 
this  section,  the  Policy  Management  Staff 
will  consult  with  the  Conflict  of  Inter¬ 
est  Review  Board  when  close  issues  arise 
that  require  policy  consideration. 

The  records  received  and  generated 
pursuant  to  this  section  will  be  main¬ 
tained  by  the  agency  in  strictest  confi¬ 
dence.  Only  those  who  are  required  to 
see  such  records  in  the  performance  of 
their  duties  will  be  given  access  to  them. 

The  Commissioner  has  carefully  con¬ 
sidered  the  provisions  in  this  section,  and 
has  consulted  with  a  cross-section  of  em¬ 
ployees  throughout  the  agency  on  them. 
On  the  one  hi^d,  it  is  widely  recognized 
that  all  citizens  share  a  moral  obliga¬ 
tion  to  help  enforce  legal  requirements. 
On  the  other  hand,  it  is  equally  recog¬ 
nized  that  basic  civil  liberties  must  be  re¬ 
spected,  and  that  the  rights  of  both  the 
accuser  and  the  accused  must  be  fully 
protected.  The  Commissioner  concludes 
that  the  provisions  in  this  section  strike 
an  adequate  balance  between  these  valid 
concerns.  No  one  is  required  to  report 
violations,  but  all  are  encouraged  to  do 
so.  Only  those  reports  which  a  person 
is  willing  to  put  in  writing  will  be  re¬ 
garded  as  sufficiently  serious  to  pursue. 
Those  written  records  will  be  carefully 
safeguarded,  so  that  there  will  be  no  con¬ 
cern  about  their  improper  release  to  per¬ 
sons  who  are  not  required  to  review  them 
in  the  course  of  their  duties. 

PERMANENT  DISQUALIFICATION  OF  FORMER 
EMPLOYEES  (§  2.620) 

Section  2.620  states  the  provisions  of 
current  law,  18  U.S.C.  207(a),  with  re¬ 
spect  to  permanent  disqualification  of 
former  Food  and  Drug  Administration 
employees  on  particular  matters  involv¬ 
ing  a  speciflc  party  or  parties  in  which 
the  former  employee  participated  per¬ 
sonally  and  substantially.  It  is  the  in¬ 
tention  of  the  Commissioner  that  this 
statutory  language  be  supplemented  In 


the  future  by  interpretive  regiilations  to 
give  better  guidance  to  former  employees 
with  respect  to  permissible  and  imper¬ 
missible  activity. 

TEMPORARY  DISQUALIFICATION  'oF  FORMER 
EMPLOYEES  (9  2.621) 

Section  2.621  similarly  summarizes  the 
provisions  of  18  U.S.C.  207(b)  with  re¬ 
spect  to  the  1-year  disqualiflcation  of  a 
former  Food  and  Drug  Administration 
employee  on  any  matter  which  was  under 
his  official  responsibility  within  1  year 
preceding  termination  of  such  responsi¬ 
bility.  Again,  additional  interpretive  reg¬ 
ulations  will  be  issued  to  clarify  this 
statutory  disqualiflcation. 

Conforming  Changes  in  Other  Food  and 

Drug  Administration  Regulations 

The  new  procedures  adopted  in  Part 
2  of  the  regulations  require  correspond¬ 
ing  changes  in  numerous  other  existing 
agency  regulations  in  Title  21  of  the 
Code  of  Federal  Regulations.  The  fol¬ 
lowing  is  a  brief  summary  of  these 
changes.  The  Commissioner  recognizes 
that  other  conforming  changes  may  also 
be  appropriate,  and  invites  comment  sug¬ 
gesting  further  amendments  to  the  agen¬ 
cy  regulations. 

Exemption  From  Required  Label 
Statements 

Section  1.1a  has  been  revised  to  pro¬ 
vide  that  exemptions  from  required  label 
statements  shall  be  adopted  pursuant  to 
Part  2. 

Exemption  From  Food  Labeling 
Information  Requirements 

Section  1.80d(f)  has  been  revised  to 
state  that  a  petition  requesting  an  ex¬ 
emption  from  the  food  labeling  informa¬ 
tion  requirements  in  that  section  shall 
be  submitted  pursuant  to  Part  2. 

Approval  of  Prescription  Drug 
Advertisements 

Section  2.201  (j)  (5)  has  been  added  to 
state  that  a  regulatory  hearing  pursuant 
to  Subpart  F  of  Part  2  is  available  with 
respect  to  any  determination  that  prior 
approval  is  required  for  advertisements 
concerning  a  particular  prescription 
drug,  or  that  a  particular  advertisement 
is  not  approvable.  Previously,  no  oppor¬ 
tunity  for  a  hearing  existed. 

Delegations  of  Authority  and 
Organization 

Former  Subparts  H  and  M  of  Part  2 
have  been  recodified  as  a  new  Part  5. 
References  to  the  Assistant  General 
Counsel  for  Food  and  Drugs,  Office  of 
General  Counsel,  Department  of  Health, 
Education,  and  Welfare,  have  been  re¬ 
vised  to  reflect  that  he  now  has  the  ad¬ 
ditional  title  of  Chief  Counsel  for  the 
Food  and  Drug  Administration. 

Color  Additive  Advisory  Committees 

Section  8.12  has  been  revised  to  cross- 
reference  the  new  provisions  relating  to 
color  additive  advisory  committees  in 
99  2.360  through  2.364,  and  to  revoke  the 
prior  provisions  in  99  8.12  through  8.14. 


FEDERAL  REGISTER,  VOL  40,  NO.  102— TUESDAY,  MAY  27,  1975 


RULES  AND  REGULATIONS 


22983 


Exemption  From  Color  Additive 
Certification 

Section  8.18  has  been  revised  to  state 
that  a  petition  for  exemption  from  cer¬ 
tification  for  a  color  additive  shall  be 
submited  pursuant  to  Part  2. 

Objections  and  Hearings  Relating  to 
Color  Additive  Regulations 

The  existing  provisions  in  SS  8.19 
through  8.21  have  been  reveled,  and  a 
new  !  8.19  provides  that  objections  and 
hearings  relating  to  color  additive  regu¬ 
lations  shall  be  governed  by  Part  2. 

Color  Additive  Certification  Refusal 

Section  8.27(b)  has  been  revised  to  add 
a  sentence  stating  that  a  person  who 
wishes  to  contest  a  refusal  to  certify  a 
batch  of  a  color  additive  has  an  oppor- 
timity  for  a  regulatory  hearing  pursuant 
to  Subpart  P.  Previously,  no  opportunity 
for  a  hearing  existed. 

Certification  Service  Refusal 

Section  8.28(b)  has  been  revised  to 
provide  that  a  person  who  wishes  to  con¬ 
test  refusal  of  certification  service  has 
an  opportunity  for  a  regulatory  hearing 
pursuant  to  Subpart  F  of  Part  2.  The  for¬ 
mer  provisions,  which  have  been  revoked, 
provided  for  a  formal  evidentiary  public 
hearing.  The  CTommissioner  concludes 
that  the  statute  does  not  require  an  op¬ 
portunity  for  a  formal  evidentiary  public 
hearing,  and  that  a  regulatory  hearing  is 
more  appropriate  for  this  type  of  pro¬ 
ceeding. 

Investigational  Use  of  Color  Additives 

Section  8.33(a)  has  been  revised  to  add 
a  new  sentence  providing  an  <9portunlty 
for  a  regulatory  hearing  pursuant  to 
Subpart  F  upon  a  refusal  to  permit  the 
use  of  food  derived  from  animals  on 
which  Investigational  color  additives  are 
used.  Previously,  no  opportunity  for  a 
hearing  existed. 

Food  Standards 

Section  10.2  has  been  revised  to  state 
that  the  procedure  for  establishing  a 
food  standard  shall  be  governed  by  Part 
2.  The  provisions  previously  contained  in 
this  section  have  been  superseded  by  the 
more  detailed  provisions  of  Part  2. 

Food  Standard  Temporary  Permits 

A  new  paragraph  (1)  has  been  added 
to  !  10.5  to  provide  that  a  person  who 
wishes  to  contest  denial,  modification,  or 
revocation  of  a  twnporary  permit  to  vary 
from  a  standard  of  identity  has  an  op¬ 
portunity  for  a  regulatory  hearing  pur¬ 
suant  to  Subpart  F  of  Part  2.  Previously, 
no  opportunity  for  a  hearing  existed. 

Standards  of  Quality 

Section  11.1(e)  has  been  revised  to 
state  that  standards  of  quality  for  foods 
for  which  there  are  no  standards  of  iden¬ 
tity  may  be  established  pursuant  to  Part 
2  and  to  delete  the  reference  to  a  former 
provision  in  Part  2  that  has  been  revoked 
by  the  new  regulations. 


Special  Dietary  Foods 

Section  80.1(b)  (4)  has  been  revised  to 
delete  the  reference  to  a  former  provi¬ 
sion  in  Part  2  that  has  been  reveled  by 
the  new  regulatimis. 

Emergency  Permit  Control 

Section  90.2(a)  has  been  revised  to 
refer  to  the  provisions  in  Part  2  and  to 
delete  the  reference  to  a  former  provi¬ 
sion  in  Part  2  that  has  been  revoked  by 
the  new  regulation. 

Nutritional  Quality  Guidelines  for 
Foods 

Section  100.2  has  been  revised  to  refer 
to  the  provisions  in  Part  2  and  to  delete 
the  reference  to  a  former  provision  in 
Part  2  that  has  been  revoked  by  the  new 
regulations. 

Common  or  Usual  Names  for 
Nonstandardized  Foods 

Section  102.2(a)  and  (b)  have  be^  re¬ 
vised  to  refer  to  the  provisions  in  Part 
2  and  to  delete  the  reference  to  a  former 
provision  in  Part  2  that  has  been  revoked 
by  the  new  regulations. 

Food  Additives 

Sections  121.40(c)(1),  121.41(b)(1), 
and  121.4000(c)  have  been  revised  to  re¬ 
fer  generally  to  the  new  procedures  C(»i- 
tained  in  Part  2  rather  than  to  proce¬ 
dures  previously  used. 

SecUon  121.55  has  been  added  to  state 
that  objections  and  hearings  relating  to 
food  additive  regulations  shall  be  gov¬ 
erned  by  Part  2.  All  of  the  previous  pro¬ 
cedural  provisions  relating  to  fcxxl  addi¬ 
tives  in  Part  121  have  been  revoked. 

Section  121.74  has  been  revised  to  state 
that  the  procedure  for  amending  and  re¬ 
pealing  food  additive  regulations  shall  be 
governed  by  Part  2. 

Prescription  Exemption  Procedure  for 
New  Drugs 

Section  310.200(b)  has  been  revised  to 
replace  the  procedure  previously  set  out 
in  that  provision  with  a  reference  to  Part 
2. 

Phase  IV  Clinical  Studies 

Section  310.303(b)  has  been  revised  to 
state  that  a  proposal  to  require  addi¬ 
tional  or  continued  studies  for  a  new 
drug  shall  be  pursuant  to  Part  2. 

Investigational  New  Drugs 

SecUon  312.1  (c)  (1)  and  (4)  and  (d) 
has  been  revised  to  state  that  any  per¬ 
son  who  wishes  to  contest  any  issue  aris¬ 
ing  out  of  disqualificaUon  of  an  investi¬ 
gator  and  his  work,  and  termlnaUcm  of 
an  IND,  has  an  opportunity  for  a  regu¬ 
latory  hearing  pursuant  to  Subpart  F  of 
Part  2.  This  replaces  the  prior  procedure 
which  was  similar  in  nature  but  not  spe¬ 
cified  in  detail. 

These  provisions  have  also  been  revised 
to  state  that  an  IND  plan  may  be  ter¬ 
minated  immediately  upon  a  finding  of 
a  danger  to  health,  rather  than  requir¬ 
ing  an  imminent  hazard  to  health,  in 


order  to  conform  them  to  new  S  2.511(e) . 
Section  505(1)  of  the  act  does  not  re¬ 
quire  the  Commissioner  to  find  an  im¬ 
minent  hazard  to  health  before  an  IND 
plan  may  be  terminated. 

Laboratory  Research  on  Investigational 
New  Drugs 

SecUon  312.9(c)  (2)  has  been  revised 
to  state  that  any  person  who  wishes  to 
contest  termination  of  an  investigational 
exemption  for  use  of  a  new  drug  in  labo¬ 
ratory  research  animals  or  in  vitro  tests 
has  an  opportunity  for  a  regulatory  hear¬ 
ing  pursuant  to  Subpart  F  of  Part  2.  Pre¬ 
viously,  a  conference  was  permitted  but 
there  was  no  opportunity  for  a  hearing. 

Hearings  Involving  New  Drugs 

Section  314.200  has  been  revised  to 
delete  material  that  is  duplicative  of  re¬ 
quirements  now  contained  in  Subpart  B 
of  Part  2. 

Section  314.201  has  been  added  to  state 
that  hearings  relating  to  new  drugs  shall 
be  governed  by  Part  2.  All  of  the  prior 
procedural  provisions  relating  to  new 
drug  hearings  have  been  revoked. 

Section  314.235  has  been  revised  to  con¬ 
form  it  to  the  provisions  of  Subpart  B  by 
deleting  duplicative  material. 

In  Vitro  Diagnostic  Products  for 
Human  Use 

Section  328.30(a)  has  been  revised  to 
refer  to  Part  2  and  to  delete  the  refer¬ 
ence  to  a  former  provision  in  Part  2 
which  has  been  revoked  by  the  new 
regulations. 

OTC  Drug  Review 

Section  330.10(a)  (11)  has  been  revised 
to  state  that  a  petition  to  amend  or  re¬ 
peal  any  OTC  drug  monograph  shall  be 
submitted  pursuant  to  Part  2. 

Insulin 

Section  429.50  has  been  revised  to  state 
that,  upon  suspension  of  insulin  certifi¬ 
cation  service,  a  person  shall  have  an 
opportunity  for  a  regulatory  hearing  pur¬ 
suant  to  Subpart  F  of  Part  2.  Previously, 
a  formal  evidentiary  public  hearing  was 
provided.  The  Commissioner  concludes 
that  a  formal  evidentiary  public  hearing 
is  not  required  by  statute  and  that  a  reg¬ 
ulatory  hearing  pursuant  to  Subpart  F 
is  more  appropriate  for  this  type  of  pro¬ 
ceeding. 

Antibiotic  Regulations 

Section  430.20(a)  has  been  revised  to 
state  that  the  procedures  for  the  issu¬ 
ance,  amendment,  or  repeal  of  antibiotic 
regulations  shall  be  governed  by  Part  2. 
The  remaining  procedural  provisions  re¬ 
lating  to  antibiotic  hearings  have  been 
revoked. 

Section  430.20(d),  relating  to  requests 
for  hearings  with  respect  to  the  failure 
to  issue  an  antibiotic  regulation,  or 
amendment  or  repeal  of  such  a  ree^a- 
tlon,  has  been  revised  to  make  the  same 
modifications  that  has  been  made  in 
i  314.200  for  new  drugs,  to  conform  it 
to  the  new  provisions  in  Subpart  B. 
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Certification  or  Antibiotic  Drugs 

Section  431.52  has  been  revised  to  state 
that,  upon  suspension  of  certification 
service,  a  person  shall  have  an  oppor¬ 
tunity  for  a  regulatory  hearing  pursuant 
to  Subpart  F  of  Part  2,  Previously,  sus¬ 
pension  of  certificaticwa  service  was  sub¬ 
ject  to  a  formal  evidentiary  public  hear¬ 
ing.  The  Commissioner  concludes  that 
the  statute  does  not  require  a  formal  evi¬ 
dentiary  public  hearing  imder  these  cir¬ 
cumstances  and  that  Subciart  P  provides 
a  more  appropriate  procedure  for  this 
type  of  proceeding. 

Exemptions  Prom  Antibiotic  Certifica¬ 
tion  AND  Labeling  Requirements 

A  number  of  specific  sections  in  Part 
433,  relating  to  exemptions  from  anti¬ 
biotic  certification  and  labeling  require¬ 
ments,  have  been  revised  to  provide  that 
a  person  who  wishes  to  contest  adverse 
action  by  the  Pood  and  Drug  Administra¬ 
tion  shall  be  subject  to  an  opportunity 
for  a  regulatory  hearing  pursuant  to  Sub- 
part  P  of  Part  2.  Previously,  these  pro¬ 
visions  stated  only  that  such  action  would 
be  subject  to  a  hearing,  without  sr>eci- 
fying  the  type  of  hearing,  or  did  not 
specify  that  any  hearing  would  be  per¬ 
mitted. 

The  prior  provisions  stated  that  such 
exemptions  could  in  some  instances  be 
revoked  only  after  notice  and  oppor¬ 
tunity  for  hearing.  The  new  cross-refer¬ 
ence  to  the  provisions  governing  a  reg¬ 
ulatory  hearing  imder  Subpart  P  of  Part 
2  will  mean  that  the  Commissioner  may 
make  any  such  revocation  effective  im¬ 
mediately  if  he  finds  that  this  is  neces¬ 
sary  to  protect  the  public  health,  pursu¬ 
ant  to  §  2.511(e) . 

New  Animal  Drugs 

A  number  of  specific  provisions  in 
Parts  511  and  514  relating  to  investiga¬ 
tional  and  marketed  new  animal  drugs 
have  been  revised  in  the  same  way  as 
their  counterpart  provisions  relating  to 
investigatioiuJ  and  marketed  new  drugs, 
to  refer  to  the  new  procedural  provisions 
in  Part  2.  The  prior  procedural  provisions 
relating  to  hearings  have  been  revoked. 

Licensing  of  Biologicals 
The  procedural  provisions  in  Part  601 
relating  to  licensing  of  biologicals,  revo¬ 
cation  and  suspension  of  a  license,  and 
hearings  on  such  matters  have  been  sub¬ 
stantially  revised,  consolidated,  and  sim¬ 
plified.  Hearings  on  denial,  revocation, 
or  suspension  of  biologies  license  shall 
be  governed  by  Part  2.  The  procedural 
requirements  for  new  drugs  in  §  314.200 
are  incorporated  by  reference.  Previous 
procedural  provisions  relating  to  biologies 
have  been  revoked. 

Cosmetic  Labeling 

Section  701.3  (b)  and  (e)  has  been 
revised  to  refer  to  the  provisions  in  Part 
2  and  to  delete  the  reference  to  a  former 
provision  In  Part  2  that  has  been  revoked 
by  the  new  regulations. 


notification  of  defects  in  electronic 
products 

Sections  1003.11(a)  and  1003.31(d) 
have  been  revised  to  add  a  provision 
stating  that  a  person  who  wishes  to  con¬ 
test  a  determination  that  a  product  fails 
to  comply  or  has  a  defect,  and  a  denial 
of  an  exemption  from  the  notification 
provisions,  has  an  opportunity  for  a  reg¬ 
ulatory  hewing  pursuant  to  Subpart  F  of 
Part  2.  Previously,  no  opportunity  for  a 
hearing  existed. 

repurchase,  repairs,  or  replacement  of 

ELECTRONIC  PRODUCTS 

Section  1004.6  has  been  revised  to  add 
a  new  provision  stating  that,  upon  denial 
of  a  plan  with  respect  to  repurchase,  re¬ 
pair,  or  replacement  of  an  electronic 
product,  a  person  shall  have  an  oppor¬ 
tunity  for  a  regulatory  hearing  pursuant 
to  Subpart  F  of  Part  2.  Previously,  no  op¬ 
portunity  for  a  hearing  existed. 

HEARING  UNDER  THE  FEDERAL  IMPORT  MILK 
ACT 

A  new  §  1210.30  has  been  added  to  state 
that  a  person  who  wishes  to  contest  de¬ 
nial.  suspension,  or  revocation  of  a  per¬ 
mit  has  an  opportunity  for  a  regulatory 
hearing  pursuant  to  Subpart  F  of  Part  2. 
All  of  the  prior  procedural  provisions 
have  been  revoked. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Pood,  Drug,  and  Cosmetic 
Act,  (Sec.  201  et  seq.,  52  Stat.  1040;  21 
U.S.C.  321  et  seq.),  the  Public  Health 
Service  Act  (sec.  1  et  seq.,  58  Stat.  682, 
as  amended;  42  U.S.C.  201  et  seq.),  the 
Comprehensive  Drug  Abuse  Prevention 
and  Control  Act  of  1970  (sec.  4,  84  Stat. 
1241;  42  U.S.C.  257a),  the  ControUed 
Substances  Act  (sec.  301  et  seq.,  84  Stat. 
1253;  21  U.S.C.  821  et  seq.),  the  Federal 
Meat  Inspection  Act  (sec.  409(b) ,  81  Stat. 
600;  21  U.S.C.  679(b) ) ,  the  Poultry  Prod¬ 
ucts  In^>ection  Act  (sec.  24(b),  82  Stat. 
807;  21  U.S.C.  467f  (b) ) ,  the  Egg  Products 
Inspection  Act  (sec.  2  et  seq.,  84  Stat. 
1620;  21  U.S.C.  1031  et  seq.),  the  Federal 
Import  MUk  Act  (44  Stat.  1101;  21 
U.S.C.  141  et  seq.) ,  the  Tea  Importation 
Act  (21  U.S.C.  41  et  seq.),  the  Federal 
Caustic  Poison  Act  (44  Stat.  1406;  15 
U.S.C.  401-411  notes),  the  Fair  Packag¬ 
ing  and  Labeling  Act  (80  Stat.  1296;  15 
U.S.C.  1451  et  seq.) ,  and  all  other  statu¬ 
tory  authority  delegated  to  him  (21  CPR 
2.120),  the  Commissioner  amends  Chap¬ 
ter  I  of  Title  21  of  the  CJode  of  Federal 
Regrulations  as  follows: 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 
DRUG,  AND  COSMETIC  ACT  AND  THE 
FAIR  PACKAGING  AND  LABELING  ACT 

1.  Section  1.1a  is  revised  to  read  as  fol¬ 
lows: 

§  1.1a  Foods,  drugs,  devices,  and  cos¬ 
metics;  labeling;  procedure  for  re¬ 
questing  variations  and  exemptions 
from  required  label  statements. 

Section  403(e)  of  the  act  (in  this  Part 
1,  the  term  “act”  means  the  Federal 
Food,  Drug,  and  Cosmetic  Act)  provides 


for  the  establishment  by  regulation  of 
reasonable  variations  and  exemptions 
for  small  packages  from  the  required 
declaration  of  net  quantity  of  contents. 
Section  403 (i)  of  the  act  provides  for  the 
establishment  by  regulation  of  exemp¬ 
tions  from  the  required  declaration  of 
ingredients  where  such  declaration  is 
Impracticable,  or  results  in  deception  or 
unfair  competition.  Section  502(b)  of 
the  act  provides  for  the  establishment  by 
regulation  of  reasonable  variations  and 
exemptions  for  small  packages  from  the 
required  declaration  of  net  quantity  of 
contents.  Section  602(b)  of  the  act  pro¬ 
vides  for  the  establishment  by  regulation 
of  reasonable  variations  and  exemptions 
for  small  packages  from  the  required 
declaration  of  net  quantity  of  contents. 
Section  5(b)  of  the  Fair  Packaging  and 
Labeling  Act  provides  for  the  establish¬ 
ment  by  regulation  of  exemptions  from 
certain  required  declarations  of  net 
quantity  of  contents,  identity  of  coti- 
modity,  identity  and  location  of  manu¬ 
facturer,  packer,  or  distributor,  and  from 
declaration  of  net  quantity  of  servings 
represented,  based  on  a  finding  that  full 
compliance  with  such  required  declara¬ 
tions  is  impracticable  or  not  necessary 
for  the  adequate  protection  of  consumers, 
and  a  further  finding  that  the  nature, 
form,  or  quantity  of  the  packaged  con¬ 
sumer  commodity  or  other  good  and  suf¬ 
ficient  reasons  justify  such  exemptions. 
The  Commissioner,  on  his  own  initiative 
or  on  petition  of  an  Interested  person, 
may  propose  a  variation  or  exemption 
based  upon  any  of  the  foregoing 
statutory  provisions,  including  proposed 
findings  if  section  5(b)  of  the  Fair  Pack¬ 
aging  and  Labeling  Act  applies,  pursuant 
to  Part  2  of  this  chapter. 

2.  Section  1.8d(f)  is  revised  to  read  as 
follows : 

§  1.8d  Food  lulM'ling;  information  panel. 
*  «  •  *  • 

(f)  If  the  label  of  any  package  of  food 
is  too  small  to  accommodate  all  of  the 
information  -  required  by  8§  1.8a,  1.8c, 
1.10, 1.13, 1.17,  and  1.18,  and  Parts  80  and 
125  of  this  chapter,  the  Commissioner 
may  establish  by  regulation  an  accept¬ 
able  alternative  method  of  disseminating 
such  information  to  the  public,  e.g.,  a 
type  size  smaller  than  one-sixteenth  inch 
in  height,  or  labeling  attached  to  or  in¬ 
serted  in  the  package  or  available  at  the 
point  of  purchase.  A  petition  requesting 
such  a  regulation,  as  an  amendment  to 
this  paragraph  shall  be  submitted  pursu¬ 
ant  to  Part  2  of  this  chapter. 

3.  Part  2  is  revised  to  read  as  follows : 

PART  2— ADMINISTRATIVE  PRACTICES 
AND  PROCEDURES 

Subpart  A — General 

Sec. 

2.1  Scope. 

2.3  Definitions. 

2.4  Summary  of  administrative  practices 

and  procedures. 

2.5  Submission  of  documents  to  Hearing 

CTierk;  computation  of  time;  avail¬ 
ability  for  public  disclosure. 

2.6  Initiation  of  administrative  proceed¬ 

ings. 
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Sec. 

2.7  Citizen  petition. 

2.8  Administrative  reconsideration  of  ac¬ 

tion. 

2.9  Administrative  stay  of  action. 

2.10  Promulgation  of  regulations  for  the 

efficient  enforcement  of  the  law. 

2.11  Court  review  of  final  administrative 

action;  exhaustion  of  sulminlstra- 
tlve  remedies. 

2.12  Promulgation  of  regulations  and 

orders  after  an  opportunity  for  a 
formal  evidentiary  public  hearing. 

2.13  Separation  of  functions;  ex  parte  com¬ 

munications. 

2.14  Referral  by  court. 

2.16  Meetings  and  correspondence. 

2.16  Dociunentation  of  significant  deci¬ 

sions  In  administrative  file. 

2.17  Internal  agency  review  of  decisions. 

2.18  Dissemination  of  draft  Fedebal  Reg- 

iSTEB  notices  and  regulations. 

2.19  Advisory  opinions. 

2.20  Food  and  Drug  Administration  regula¬ 

tions,  guidelines,  recommendations, 
and  agreements. 

2.21  Participation  in  outside  standard-set¬ 

ting  activities. 

2.22  PuMlc  calendars. 

2.23  Representation  by  an  organization. 

2.24  Settlement  proposals. 

2.26  Waiver,  suspension,  or  modification 
of  procedxiral  requirements. 

Subpart  B — Fonrtal  Evidentiary  Public  Hearings 
2.100  Scope  of  subpart. 

2.1 10  Initiation  of  a  formal  evidentiary  pub¬ 

lic  hearing  Involving  the  issuance, 
amendment,  or  revocation  of  a  regu¬ 
lation. 

2.1 11  Initiation  of  a  formal  evidentiary  pub¬ 

lic  hearing  involving  the  Issuance, 
amendment,  or  revocation  of  an 
order. 

2.112  Filing  objections  and  requests  for  a 

a  hearing  on  a  regulation  or  order. 

2.113  Ruling  on  objections  and  requests  tor 

hearing. 

2.114  Modification  or  revocation  of  regula¬ 

tion  or  order. 

2.116  Denial  of  formal  evidentiary  public 
hearing  In  whole  or  In  part. 

2.116  Judicial  review  after  waiver  of  hear¬ 

ing  on  a  regulation. 

2.117  Request  for  alternative  form  of  public 

hearing. 

2.118  Notice  of  hearing;  stay  of  action. 

2.119  Effective  date  of  a  regulation. 

2.120  Effective  date  of  an  order. 

2.130  Appearance. 

2.131  Written  notice  of  appearance. 

2.140  Presiding  officer. 

2.141  Commencement  of  functions. 

2.142  Authority  of  presiding  officer. 

2.143  Disqualification  of  presiding  officer. 

2.144  Unavailability  of  presiding  officer. 

2.160  Filing  and  service  of  submissions. 

2.161  Petition  to  participate  In  forma  pau¬ 

peris. 

2.152  Advisory  opinions. 

2.163  Disclosure  of  data  and  Information  by 
the  participants. 

2.154  Piu-pose;  oral  and  written  testimony; 

burden  of  proof. 

2.155  Participation  of  nonparties. 

2.156  Conduct  at  oral  hearings  or  confer¬ 

ences. 

2.157  Time  and  place  of  prehearing  confer¬ 

ence. 

2.158  Prehearing  conference  procedure. 

2.169  Summary  decisions. 

2.160  Receipt  of  evidence. 

2.161  Official  notice. 

2.162  Briefs  and  argument. 

2.163  Interlocutory  appeal  from  rtiling  of 

presiding  officer. 

2.164  Official  transcript. 


Sec. 

2.165  Motions. 

2.170  Administrative  record  of  a  formal  evi¬ 

dentiary  public  hearing. 

2.171  Examination  of  administrative  record. 

2.172  Correction  of  administrative  record. 

2.173  Record  for  administrative  decision. 

2.180  Recommended  decision  or  Initial  de¬ 

cision. 

2.181  Tentative  order. 

2.182  Appeal  from  or  review  of  Initial  de¬ 

cision. 

2.183  Decision  by  Commissioner  after  ex¬ 

ceptions  to  the  tentative  order. 

2.184  Decision  by  Commissioner  on  appeal 

or  review  of  Initial  decision. 

2.185  Reconsideration  and  stay  of  action. 

2.190  Review  by  the  courts. 

2.191  Copies  of  petitions  for  judicial  review. 

Subpart  C — Public  Hearing  Before  a  Public 
Board  of  Inquiry 

2.200  Scope  of  subpart. 

2.201  Notice  of  a  public  hearing  before  a 

Public  Board  of  Inquiry. 

2.202  Members  of  a  Public  Board  of  Inquiry. 

2.203  Separation  of  functions;  ex  parte 

communications;  administrative 
support. 

2.204  Submissions  to  a  Public  Board  of  In¬ 

quiry. 

2.206  Disclosure  of  data  and  information  by 
the  participants. 

2.206  Proceedings  of  a  Public  Board  of  In¬ 

quiry. 

2.207  Administrative  record  of  a  Public 

Board  of  Inquiry. 

2.208  Examination  of  administrative  record. 

2.209  Record  for  administrative  decision. 

Subpart  D — Public  Hearing  Before  a  Public 
Advisory  Committee 

2.300  Scope  of  subpart. 

2.301  Establishment  and  renewal  of  public 

advisory  committees. 

2.302  Termination  of  public  advisory  com¬ 

mittees. 

2.303  Purpose  of  proceedings  before  a  public 

advisory  committee. 

2.304  Portions  of  public  advisory  committee 

meetings. 

2.306  Notice  of  public  hearing  before  a  pub¬ 
lic  advisory  committee. 

2.306  Chairman  of  a  public  advisory 

committee. 

2.307  Meetings  of  a  public  advisory  com¬ 

mittee. 

2.308  Consultation  by  a  public  advisory 

committee  with  other  persons. 

2.309  Additional  rules  for  a  particular  pub¬ 

lic  advisory  committee. 

2.310  Compilation  of  materials  for  members 

of  a  public  advisory  committee. 

2.311  Written  submissions  to  a  public  ad¬ 

visory  committee. 

2.312  Conduct  of  a  public  hearing  before 

a  public  advisory  committee. 

2.313  Minutes  and  reports  of  public  ad¬ 

visory  committee  meetings. 

2.314  Transcripts  of  public  advisory  com¬ 

mittee  meetings. 

2.316  Administrative  record  of  a  public 
hearing  before  a  public  advisory 
committee  meeting. 

2.316  Examination  of  administrative  record 

and  other  advisory  committee 
records. 

2.317  Public  Inquiries  and  requests  for  pub¬ 

lic  advisory  committee  records. 

2.318  Determination  to  close  portions  of 

public  advisory  committee  meetings. 

2.319  Administrative  remedies. 

2.320  Applicability  to  Congress. 

2.321  Committees  working  pursuant  to  a 

contract  with  the  Food  and  Drug 
Administration. 

2.322  Application  of  anticancer  clauses. 
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2.330  Qualifications  for  members  of  stand¬ 

ing  policy  and  technical  advisory 
committees. 

2.331  Nominations  of  voting  members  of 

standing  advisory  committees. 

2.332  Nominations  and  selection  of  non¬ 

voting  members  of  standing  tech¬ 
nical  advisory  committees. 

2.333  Rights  and  responsibilities  of  nonvot¬ 

ing  members  of  advisory  commit¬ 
tees. 

2.334  Ad  hoc  advisory  committee  members. 

2.335  Compensation  of  public  advisory  com¬ 

mittee  members. 

2.340  List  of  standing  advisory  oonunittees. 

2.350  Establishment  of  the  Technical  Elec¬ 

tronic  Product  Radiation  Safety 
Standards  Committee  (TEPRSSC ) . 

2.351  Functions  of  TEPRSSC. 

2.362  Procedures  of  TEPRSSC. 

2.353  Membership  of  TEPRSSC. 

2.354  Conduct  of  TEPRSSC  meetings;  avail¬ 

ability  of  TEPRSSC  records. 

2.360  Establishment  of  a  color  additive  ad¬ 

visory  committee. 

2.361  Functions  of  a  color  additive  advisory 

committee. 

2.362  Procedmres  of  a  color  additive  advisory 

committee. 

2.363  Membership  of  a  color  additive  ad¬ 

visory  committee. 

2.364  Fees  and  compensation  pertaining  to 

a  oolOT  additive  advisory  committee. 

2.370  Establishment  of  standing  technical 

public  advisory  committees  for  hu¬ 
man  prescription  drugs. 

2.371  Utilization  of  a  public  advisory  com¬ 

mittee  on  the  Initiative  of  the  Food 
and  Drug  Administration. 

2.372  Advice  and  recommendations  In  writ¬ 

ing. 

2.373  Utilization  of  a  public  advisory  com¬ 

mittee  at  the  request  of  an  Inter¬ 
ested  person. 

Subpart  E — Public  Hearing  Before  the 
Commissioner 

2.400  Scope  of  subpart. 

2.401  Notice  of  a  public  hearing  before  the 

Commissioner. 

2.402  Notice  of  appecu'ance;  schedule  for 

hearing. 

2.403  Conduct  of  a  public  hearing  before  the 

Commissioner. 

2.404  Written  submissions  pertaining  to  a 

public  hecutng  before  the  Commis¬ 
sioner. 

2.406  Administrative  record  of  a  public 
hearing  before  the  Commissioner. 
2.406  Examination  of  administrative  record. 

Subpart  F — Regulatory  Hearing  Before  the 
Food  and  Drug  Administration 

2.500  Scope  of  subpart. 

2.501  Inapplicability  and  limited  applica¬ 

bility. 

2.506  Presiding  officer. 

2.506  Right  to  counsel. 

2.610  Regulatory  hearing  on  the  Initiative 
of  the  Commissioner. 

2.511  Regulatory  he«u-ing  pursuant  to  reg¬ 
ulation. 

2.612  Hearing  procedure. 

2.513  Administrative  record  of  a  regulatory 
hearing. 

2.614  Examination  of  administrative  record. 
2.515  Record  for  administrative  decision. 
2.616  Reconsideration  and  stay  of  action. 
2.520  Judicial  review. 

Subpart  G — Standards  of  Conduct  and 
Conflict  of  Interest 

2.600  Scope  of  subpart. 

2.610  Reference  to  Department  regulations. 

2.611  Code  of  ethics  tor  government  service. 

2.612  Food  and  Drug  Administration  Con¬ 

flict  of  Interest  Review  Board. 
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2.613  Duty  to  report  violations. 

2.620-  Permanent  disqualification  of  former 
employees. 

2.6?1  Temporary  disqualification  of  former 
employees. 

Authoeitt:  Sec.  201  et  seq..  Pub.  L.  717, 
52  Stat.  1040  as  amended  (21  U.S.C.  321  et 
seq.):  sec.  1  et  seq.,  Pub.  L.  410,  58  Stat.  682 
as  amended  (42  U3.C.  201  et  seq.);  sec.  4, 
Pub.  L.  91-513,  84  Stat.  1241  (42  U.S.C.  257a) : 
sec.  301  et  seq..  Pub.  L.  91-513,  84  Stat.  1253 
(21  n.S.C.  821  et  seq.);  sec.  409(b),  Pub.  L. 
242,  81  Stat.  600  (  21  UJS.C.  679);  sec.  24(b), 
Pub.  L.  85-172,  82  Stat.  807  (21  U.S.C.  467f 
(b) );  sec.  2  et  seq..  Pub.  L.  91-597,  84  Stat. 
1620  (  21  US.C.  1031  et  seq.);  sec.  1  et  seq.. 
Pub.  L.  625,  44  Stat.  1101-1103  as  amended 
(21  U.S.C.  141  et  seq.);  sec.  1  et  seq.,  (Chapter 
358,  29  Stat.  604-607  as  amended  (21  U.S.C. 
41  et  seq.);  Pub.  L.  783,  44  Stat.  1406  as 
amended  by  74  Stat.  381  (15  U.S.C.  401-411 
notes) :  sec.  2  et  seq..  Pub.  L.  89-755,  80  Stat. 
1296  (15  U.S.C.  1451  etseq.). 

Subpart  A — General 

§  2.1  S<-ope. 

(a)  Part  2  governs  practices  and  pro¬ 
cedures  applicable  to  all  petitions,  hear¬ 
ings,  and  other  administrative  proceed¬ 
ings  and  activities  conducted  by  the  Food 
and  Drug  Administration  pursuant  to 
the  Federal  Food,  Drug,  and  Cosmetic 
Act,  the  Public  Health  l^rvice  Act,  and 
other  laws  with  respect  to  which  author¬ 
ity  has  been  delegated  to  the  Commis¬ 
sioner  of  Food  and  Drugs  pursuant  to 
S  5.1  of  this  chapter,  except  to  the  extent 
that  specific  provisions  in  other  sections 
of  this  chapter  state  different  require¬ 
ments  with  respect  to  a  particular 
matter. 

(b)  Where  a  specific  provision  in  an¬ 
other  section  of  this  chapter  states  a  dif¬ 
ferent  requirement  with  respect  to  a  par¬ 
ticular  matter  (e  g.,  the  use  of  a  form  dif¬ 
ferent  from  the  Mie  specified  in  §  2.7 
(b) ) ,  the  sections  in  ^Is  Part  shall  apply 
to  the  extent  that  they  do  not  conflict 
with  such  other  provisions  (e.g.,  the  re¬ 
quirements  for  inclusion  of  all  data  and 
information  and  for  translations  of  for¬ 
eign  language  in  §  2.5(b)  shall  apply  re¬ 
gardless  of  which  form  is  used) . 

§  2.3  Definitions. 

(а)  As  used  in  this  Part,  the  follow¬ 
ing  terms  shall  have  the  meanings  spec¬ 
ified: 

(1)  “Act”  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act  unless  otherwise 
indicated.  ■ 

(2)  “Department”  means  the  United 
States  Department  of  Health,  Education, 
and  Welfare. 

(3)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare. 

'  (4)  “Commissioner”  means  the  Com¬ 
missioner  of  Food  and  Drugs,  Food  and 
Drug  Administration,  United  States  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare,  or  his  designee. 

(5)  “Agency”  means  the  Food  and 
Drug  Administration. 

(б)  “Person”  Includes  an  individual, 
partnership,  corporation,  association,  or 
other  legal  entity. 

(7)  “Presiding  oflacer**  means  the 
Commissioner  or  his  designee  or  an  Ad¬ 


ministrative  Law  Judge  appointed  as 
provided  in  5  U.S.C.  3105. 

(8)  “Hearing  Clerk”  means  the  Hear¬ 
ing  Cletk  erf  the  Food  and  Drug  Adminis¬ 
tration,  United  States  DQ>artment  of 
Health.  Education,  and  Welfare,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20852. 

(9)  “Proceeding”  and  “administrative 
prcKeeding”  mean  any  undertaking  to  is¬ 
sue,  amend,  or  revoke  a  regulation  or 
order,  or  to  take  or  refrain  from  taking 
any  other  form  of  administrative  action. 

(10)  “Party^  means  the  bureau  of  the 
Pood  and  Drug  Administration  responsi¬ 
ble  for  the  matter  involved  and  every 
person  who  either  has  exercised  a  right 
to  request  or  has  been  granted  the  right 
by  the  Commissioner  to  have  a  formal 
evidentiary  public  hearing  pursuant  to 
Subpart  B  of  this  Part  or  a  regulatory 
hearing  before  the  Commissioner  pursu¬ 
ant  to  Subpart  F  of  this  Part,  or  who  has 
waived  any  such  right  in  order  to  obtain 
the  establishment  of  a  Public  Board  of 
Inquiry  pursuant  to  Subpart  C  of  this 
Part,  and  as  a  result  of  whose  action  a 
formal  evidentiary  hearing  or  a  regula¬ 
tory  hearing  before  the  Commissioner 
has  been  gi-anted  or  a  Public  Board  of 
Inquiry  has  been  established. 

(11)  “Participant”  means  any  person 
participating  in  any  proceeding,  includ¬ 
ing  each  party  and  any  other  interested 
person. 

(12)  “Interested  person”  or  “any  per¬ 
son  who  will  be  adversely  affected” 
means  any  person  who  submits  a  peti¬ 
tion  or  comment  or  objection  or  other¬ 
wise  requests  an  opportunity  to  par¬ 
ticipate  in  any  informal  or  formal  ad¬ 
ministrative  pr(x;eeding  or  court  action. 

(13)  “Public  Board  of  Inquiry”  or 
“Board”  means  an  administrative  law 
tribunal  constituted  pursuant  to  the  pro¬ 
visions  of  Subpart  C  of  this  Part. 

(14)  “Public  advisory  committee”  or 
“advisory  committee”  means  any  com¬ 
mittee.  board,  commission,  council,  con¬ 
ference,  panel,  task  force,  or  other 
similar  group,  or  any  subcommittee  or 
other  subgroup  thereof,  that  is  not  com¬ 
posed  wholly  of  full-time  officers  or  em¬ 
ployees  of  the  Federal  government  and  is 
established  or  utili^d  by  the  Food  and 
Drug  Administration  to  obtain  advice  or 
recommendations. 

(15)  “Formal  evidentiary  public  hear¬ 
ing”  means  any  hearing  conducted  pur¬ 
suant  to  the  provisions  of  Subpart  B  of 
this  Part. 

(16)  “Public  hearing  before  a  Public 
Board  of  Inquiry”  means  any  hearing 
conducted  by  a  Board  pursuant  to  the 
provisions  of  Subpart  C  of  this  Part. 

(17)  “Public  hearing  before  a  public 
advisory  committee”  means  any  hearing 
conducted  by  an  advisory  committee  pur¬ 
suant  to  the  provisions  of  Subpart  D  of 
this  Part. 

(18)  “Public  hearing  before  the  Com¬ 
missioner”  means  any  hearing  conducted 
by  the  Commissioner  or  his  designee 
pursuant  to  the  provisions  of  Subpart  E 
of  this  Part. 

(19)  “Regulatory  hearing  before  the 
Food  and  Drug  Administration”  means 
any  hearing  conducted  by  an  authorized 


employee  of  the  Food  and  Drug  Admin¬ 
istration  pursuant  to  the  provisions  of 
Subpart  F  of  this  Part. 

(20)  “The  laws  administered  by  the 
Commissioner”  means  all  the  statutory 
provisions  with  respect  to  which  author¬ 
ity  has  been  delegated  to  the  Commis¬ 
sioner  pursuant  to  §  5.1  of  this  chapter, 

(21)  “Petition"  means  any  petition, 
application,  other  document  requesting 
the  Commissioner  to  establish,  amend, 
or  revoke  a  regulation  or  order,  or  to  take 
or  refrain  from  taking  any  other  form 
of  administrative  action,  under  the  laws 
administered  by  him. 

(22)  “Regulation”  means  any  agency 
rule  of  general  or  particular  applicability 
and  future  effect  implementing  or  apply¬ 
ing  any  law  administered  by  the  Com¬ 
missioner  or  relating  to  admiiflstrative 
practices  and  procedures.  Pursuant  to 
§  2.20(a),  all  agency  regulations  shall  be 
promulgated  in  the  Federal  Register 
and  codified  in  the  Code  of  Federal  Reg¬ 
ulations. 

(23)  “Order”  means  any  final  agency 
disposition,  other  than  the  issuance  of 
a  regulation,  in  a  proceeding  concerning 
any  matter  and  Includes  action  on  any 
new  drug  application,  new  animal  drug 
application,  or  biological  license. 

(24)  “Meeting”  means  any  oral  discus-  - 
Sion,  whether  by  telephone  or  in  person. 

(25)  “Office  of  the  Commissioner”  in¬ 
cludes  the  offices  of  the  associate  and 
assistant  commissioners  and  excludes  the 
bureaus,  the  office  of  the  Executive  Di¬ 
rector  for  Regional  Oi>erations,  and  all 
regional  and  district  offices. 

(26)  “Administrative  action”  includes 
every  form  and  kind  of  act,  including  the 
refusal  or  failure  to  act,  involved  in  the 
implementations  of  the  laws  adminis¬ 
tered  by  the  Commissioner,  except  that 
it  does  not  include  the  referral  of  appar¬ 
ent  violations  to  United  States  attorneys 
for  the  institution  of  civil  and  criminal 
proceedings  and  acts  preparatory  or  in¬ 
cidental  thereto. 

(27)  “Administrative  file”  or  “admin¬ 
istrative  record”  means  the  file  main¬ 
tained  by  the  Food  and  Drug  Adminis¬ 
tration,  either  by  the  Hearing  Clerk  or 
by  any  other  agency  employee,  in  which 
all  documents  comprising  the  officlsd  rec¬ 
ord  of  any  administrative  proceeding  are 
retained. 

(28)  “Food  and  Drug  Administration 
employee”  or  “Food  and  Drug  Adminis¬ 
tration  representative”  shall  be  deemed 
to  Include  members  of  the  Food  and 
Drug  Division  of  the  office  of  the  Gen¬ 
eral  Counsel  of  the  Department  of 
Health,  Education,  and  Welfare. 

(b)  Any  term  which  is  defined  in  sec¬ 
tion  201  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  or  Part  1  of  this  chapter 
shall  have  that  definition. 

(c)  Words  in  the  singular  form  shall 
be  deemed  to  include  the  plural,  words 
in  the  masculine  form  shall  be  deemed 
to  include  the  feminine  form,  and  vice 
versa,  as  the  case  may  require. 

(d)  Whenever  any  reference  is  made 
in  this  Part  to  any  person  In  the  Food 
and  Drug  Administration,  ejr.,  the  di¬ 
rector  of  a  bureau,  such  reference  shall 


FEDERAL  REGISTER,  VOL  40,  NO.  1 02--TUESDAY,  MAY  27,  1975 


RULES  AND  REGULATIONS 


22987 


also  be  deemed  to  include  all  persons  to 
whom  that  person  delegated  the  specific 
function  involved. 

§  2.4  Summaries  of  administrative  prac¬ 
tices  and  procedures. 

The  Commissioner  shall  prepare  for 
public  distribution  summaries  of  Food  ' 
and  Drug  Administration  administrative 
practices  and  procedures  in  terms  that 
are  readily  understood  in  order  to  en¬ 
courage  and  facilitate  participation  in 
all  agency  activities. 

§  2.5  Submission  of  documents  to  Hear¬ 
ing  Clerk;  computation  of  time; 
availability  for  public  disclosure. 

(a)  All  submissions  to  the  Hearing 
Clerk  of  petitions,  comments,  objections, 
notices,  compilations  of  data  and  infor¬ 
mation,  and  any  other  documents  pursu¬ 
ant  to  this  Part  or  other  sections  in  this 
chapter  shall  be  filed  in  quintuplicate, 
except  as  otherwise  specifically  provided 
in  any  relevant  Federal  Register  notice 
or  in  other  sections  of  this  chapter.  The 
Hearing  Clerk  shall  be  the  agency  cus¬ 
todian  of  such  docmnents. 

(b)  All  such  submissions  shall  be 
sigrned  by  the  person  making  the  sub¬ 
mission,  or  by  an  attorney  or  other 
authorized  representative  on  his  behalf. 
If  a  submission  is  signed  by  an  attorney 
or  other  authorized  representative  on 
behalf  of  another  person,  the  submission 
shall  be  accompanied  by  a  signed  state¬ 
ment  of  authorization  or  other  docu¬ 
mentation  verifying  his  authority  to  sign 
the  submission  as  such  person’s  repre¬ 
sentative,  unless  such  authorization  has 
previously  been  submitted  as  part  of  the 
administrative  file  in  the  same  proceed¬ 
ing.  Submissions  by  trade  associations 
shall  also  be  subject  to  the  requirements 
of  8  2.23(b). 

(c)  All  data  and  information  referred 
to  or  in  any  way  relied  upon  in  any  such 
submissions  shall  be  included  in  f^  and 
may  not  be  incorporated  by  reference, 
imless  previously  submitted  as  part  of 
the  administrative  file  in  the  same 
proceeding. 

(1)  A  copy  of  any  article  or  other  ref¬ 
erence  or  source  cited  shall  be  included. 

(2)  If  any  part  of  the  material  submit¬ 
ted  is  in  a  foreign  language,  it  shall  be 
accompanied  by  an  English  translation 
verified  under  oath  to  be  complete  and 
accurate,  together  with  the  name,  ad¬ 
dress,  and  a  brief  statement  of  the  qual¬ 
ifications  of  the  person  making  the 
translation.  Translations  of  literature  or 
other  material  in  a  foreign  language 
shall  be  accompanied  by  copies  of  the 
original  publication. 

(3)  Where  relevant  data  or  informa¬ 
tion  are  contained  in  a  document  also 
containing  Irrelevant  matter,  the  ir¬ 
relevant  matter  shall  be  deleted  and 
only  the  relevant  data  or  information 
shall  be  submitted. 

(4)  Pursuant  to  §  4.63  (a)  and  (b)  of 
this  chapter,  the  names  and  other  in¬ 
formation  which  would  Identify  patients 
or  research  subjects  shall  be  deleted 
from  any  record  before  it  is  submitted 
to  the  Hearing  Clerk  in  order  to  preclude 


a  clearly  unwarranted  invasion  of  per¬ 
sonal  privacy. 

(5)  Defamatory,  scurrilous,  or  intem¬ 
perate  matter  shall  be  deleted  from  any 
record  before  it  is  submitted  to  the 
Hearing  CTerk. 

*  (6)  The  failure  to  comply  with  the  re¬ 
quirements  of  this  paragraph  or  any 
other  requirement  in  this  Part  shall  re¬ 
sult  in  rejection  of  the  submission  for 
filing  or,  if  it  is  filed,  in  exclusion  from 
consideration  of  any  portion  of  the  sub¬ 
mission  which  fails  to  comply.  If  a  sub¬ 
mission  falls  to  meet  any  requirement 
of  this  section  and  such  deficiency  be¬ 
comes  know  to  the  Hearing  Clerk,  the 
Hearing  Clerk  shall  return  the  submis¬ 
sion  with  a  copy  of  the  applicable  regu¬ 
lations  indicating  those  provisions  not 
complied  with  in  the  submission.  A  de¬ 
ficient  submission  may  be  corrected  or 
supplemented  and  subsequently  filed. 

(d)  The  filing  of  a  submission  shall 
mean  only  that  the  Hearing  Clerk  has 
not  determined  that  it  fails  to  meet  the 
technical  requirements  for  filing  estab¬ 
lished  in  this  section  and  in  any  other 
applicable  sections  in  this  chapter,  e.g., 

8  2.7  relating  to  a  citizen  petition.  The 
filing  of  a  petition  shall  not  mean  or 
imply  that  it  in  fact  meets  all  applicable 
requirements  or  that  it  contains  reason¬ 
able  grounds  for  the  action  requested  or 
that  the  action  requested  is  in  accord¬ 
ance  with  law. 

(e)  All  submissions  to  the  Hearing 
Clerk  shall  be  considered  as  submitted  on 
the  date  on  which  they  are  postmarked 
or,  if  delivered  in  person  during  regular 
business  hours,  on  the  date  on  which 
they  are  so  delivered,  unless  a  provision 
in  this  Part  or  an  applicable  Federal 
Register  notice  specifically  states  that 
such  documents  must  be  received  by  a 
specified  date,  e.g.,  8  2.8(g)  relating  to 
a  petition  for  reconsideration.  In  which 
case  they  shall  be  considered  submitted 
on  the  date  actually  received. 

(f)  All  such  submissions  shall  be 
mailed  or  delivered  in  person  to  the 
Hearing  Clerk,  Food  and  Drug  Adminis¬ 
tration,  Rm.  4—65,  5600  Fishers  Lane, 
Rockville,  MD  20852,  except  that  a  sub¬ 
mission  which  is  required  to  be  received 
by  the  Hearing  Clerk  by  a  specified  date 
may  be  delivered  in  person  to  the  Food 
and  Drug  Administration  building  in 
downtown  Washington,  Rm.  6819,  200  C 
St.,  SW.,  Washington,  DC  20201  and 
shall  be  considered  as  received  by  the 
Hearing  Clerk  on  the  date  on  which  it 
is  logged  in  at  Rm.  6819. 

(g)  The  Food  and  Drug  Administra¬ 
tion  ordinarily  will  not  acknowledge  or 
give  receipt  for  such  documents,  except: 

(1)  Documents  delivered  in  person  or 
submitted  by  certified  or  registered  mail 
with  a  return  receipt  requested. 

(2)  Petitions  for  which  acknowledge¬ 
ment  of  receipt  of  filing  is  provided  by 
regulations  in  this  chapter  or  by  cus¬ 
tomary  practice,  e.g.,  8  2.7(c)  relating  to 
a  citizen  petition. 

(h)  Saturdays,  Simdays,  and  Federal 
legal  holidays  shall  be  Included  in  com¬ 
puting  the  time  allowed  for  the  submis¬ 
sion  of  any  document,  except  that  when 
such  time  expires  on  a  Saturday,  Sun¬ 


day,  or  Federal  legal  holiday,  such  pe¬ 
riod  shall  be  extended  to  include  the 
next  following  business  day. 

(I)  All  submissions  to  the  Hearing 
Clerk  constitute  a  representation  that, 
to  the  best  of  the  knowledge,  informa¬ 
tion,  and  belief  of  the  person  making  the 
submission,  all  statements  made  in  the 
submission  are  true  and  accurate.  All 
such  submissions  are  subject  to  the  False 
Reports  to  the  Government  Act,  18  U.S.C. 
1001,  under  which  a  willfully  false  state¬ 
ment  is  a  criminal  offense. 

(J)  The  availability  for  public  exami¬ 
nation  and  copying  of  submissions  to 
the  Hearing  Clerk  shall  be  governed  by 
the  following  rules : 

(1)  Except  to  the  extent  provided  in 
paragraphs  (J)  (2)  and  (3)  of  this  sec¬ 
tion,  the  following  submissions.  Including 
all  supporting  material,  shall  be  on  pub¬ 
lic  display  and  shall  be  available  for  pub¬ 
lic  examination  during  regular  business 
hours  on  Monday  through  Friday.  Re¬ 
quests  for  copies  of  such  submissions 
shsiU  be  filed  and  handled  pursuant  to 
the  provisions  of  Subpart  C  of  Part  4 
of  this  chapter. 

(1)  Petitions. 

(ii)  Comments  on  petitions,  on  docu¬ 
ments  published  in  the  P’ederal  Register, 
and  on  similar  public  documents. 

(iii)  Objections  and  requests  for  hear¬ 
ings  filed  pursuant  to  Subpart  B  of  this 
Part. 

(iv)  Material  submitted  at  a  formal 
evidentiary  public  hearing  pursuant  to 
Subpart  B  of  this  Part,  a  public  hear¬ 
ing  before  a  Public  Board  of  Inquiry  pur¬ 
suant  to  Subpart  C  of  this  Part,  a  pub¬ 
lic  hearing  before  the  Commissioner  pur¬ 
suant  to  Subpart  E  of  this  Part,  or  an 
alternative  form  of  hearing  before  a  pub¬ 
lic  advisory  committee  pursuant  to 
8  2.117(a)  (2). 

(V)  Material  placed  on  public  display 
pursuant  to  regulations-  in  this  chapter, 
e.g.,  agency  guidelines  filed  pursuant  to 
8  2.20(b). 

(2)  (i)  Material  submitted  with  objec¬ 
tions  and  requests  for  hearings  filed  piu*- 
suant  to  Subpart  B  of  this  Part,  or  at 
a  formal  evidentiary  public  hearing  pur¬ 
suant  to  Subpart  B,  a  public  hearing 
before  a  Public  Board  of  Inquiry  pursuant 
to  Subpart  C  of  this  Part,  or  an  alterna¬ 
tive  form  of  public  hearing  before  a  pub¬ 
lic  advisory  committee  or  a  public  hear¬ 
ing  before  the  Commissioner  pursuant  to 
8  2.117(a)  (2)  or  (3),  of  the  following 
types  shall  be  on  public  display  and  shall 
be  available  for  public  examination  dur¬ 
ing  regular  business  hours  on  Monday 
through  Friday,  but  shall  not  be  avail¬ 
able  for  copying  or  any  other  form  of 
verbatim  recording  or  transcription  un¬ 
less  it  is  otherwise  available  for  public 
disclosure  pursuant  to  the  provisions  of 
Part  4  of  this  chapter  and  the  regula¬ 
tions  referenced  therein: 

(a)  Safety  and  effectiveness  data  and 
information,  which  Include  all  studies 
and  tests  of  an  Ingredient  or  product 
on  animals  and  humans  and  all  studies 
and  tests  on  the  ingredient  or  product 
for  identity,  stability,  purity,  potency, 
bioavailability,  performance,  and  use¬ 
fulness. 
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(b)  A  protocol  for  a  test  or  study, 

(ii)  Material  submitted  pursuant  to 
the  provisions  of  this  paragraph  (J)  (2) 
shall  be  segregated  from  all  other  sub¬ 
mitted  material  and  clearly  so  marked. 
Any  person  who  does  not  agree  that  such 
a  submission  is  properly  subject  to  the 
provisions  of  this  paragraph  (J)  (2)  may 
request  a  ruling  thereon  from  the  As¬ 
sistant  Commissioner  for  Public  Affairs 
who  decision  on  the  matter  shall  be  final, 
subject  to  judicial  review  pursuant  to 
§  4.46  of  this  chapter. 

(iii)  Material  submitted  pursuant  to 
the  provisions  of  this  paragraph  (j)  (2) 
shall  be  retained  on  public  display  and 
available  for  public  examination  only  for 
such  period  of  time  as  is  appropriate  to 
l>ermit  public  participation  in  a  public 
hearing  and  any  related  judicial  review, 
and  shall  thereafter  be  subject  to  the 
provisions  of  paragraph  (j)(3)  of  this 
section. 

(iv)  In  accordance  with  the  policy 
stated  in  §  4.86  of  this  chapter,  the 
limited  availability  of  material  pursuant 
to  this  paragraph  (j)  (2)  shall  be  deemed 
not  to  constitute  prior  disclosure  to  the 
public  as  defined  in  §  4.81  of  this  chapter 
and  no  such  data  and  information  shall, 
if  cc^ied  or  otherwise  recorded  or  tran¬ 
scribe  in  violation  of  the  provisions  of 
this  paragraph  (j)  (2) ,  be  submitted  to  or 
received  or  considered  by  the  Food  and 
Drug  Administration  by  any  other  person 
in  support  of  a  i}etition  or  other  request. 

(3)  (1)  Material  prohibited  from  pub¬ 
lic  disclosure  pursuant  to  S  4.63  of  this 
chapter  (clearly  unwarranted  Invasion 
of  personal  privacy)  as  interpreted  and 
applied  in  Part  4  of  this  chapter  and 
the  regulations  referenced  therein,  and 
material  submitted  with  objections  and 
requests  for  hearings  filled  pursuant  to 
Subpart  B  of  this  Part,  or  at  a  formal 
evidentiary  public  hearing  pursuant  to 
Subpart  B  of  this  Part,  a  public  hearing 
before  a  Public  Board  of  Inquiry  pur¬ 
suant  to  Subpart  C  of  this  Part,  or  an 
alternative  form  of  public  hearing  before 
a  public  advisory  committee  or  a  public 
hearing  before  the  Commissioner  pur¬ 
suant  to  §  2.117(a)  (2)  or  (3),  of  the 
following  types  shall  not  be  on  public 
display,  shall  not  be  available  for  public 
examination,  and  shall  not  be  available 
for  copsring  or  any  other  form  of  ver¬ 
batim  transcription  unless  they  are 
otherwise  available  for  public  disclosure 
pursuant  to  the  provisions  of  Part  4  of 
this  chapter  and  the  regulations  refer¬ 
enced  therein; 

(a)  Manufactxiring  methods  of  proc¬ 
esses,  including  quality  control  proce¬ 
dures. 

(b)  Production,  sales,  dlstributiwi,  and 
similar  data  and  Information,  except  any 
compilation  of  such  data  and  informa¬ 
tion  aggregated  and  prepared  in  a  way 
that  does  not  reveal  confidential  data 
and  information. 

(c)  Quantitative  or  semiquantitative 
formulas. 

(d)  Data  and  information  on  design 
or  construction  of  products. 

(11)  liCaterlal  sulxnltted  pursuant  to 
the  provisions  of  this  paragraph  (j)  (3) 


shall  be  segregated  from  all  other  sub¬ 
mitted  material  and  clearly  so  marked. 
Any  person  who  does  not  agree  that  such 
a  submission  is  properly  subject  to  the 
provisions  of  this  paragraph  (j)  (3)  may 
request  a  ruling  thereon  from  the  Assist¬ 
ant  Commissioner  for  Public  Affairs 
whose  decision  on  the  matter  shall  be 
final,  subject  to  judicial  review  pursuant 
to  §  4.46  of  this  chapter. 

§  2.6  Initiation  of  admin iMtralivr  pro¬ 
ceedings. 

An  administrative  proceeding  imder 
the  laws  swiministered  by  the  Commis¬ 
sioner  may  be  initiated  in  any  of  the 
following  three  ways : 

(a)  Any  interested  person  may  peti¬ 
tion  the  Commissioner  to  issue,  amend, 
or  revoke  a  regulation  or  order,  or  to 
take  or  refrain  from  taking  any  other 
form  of  administrative  action,  under 
the  laws  administered  by  him.  Any  such 
petition  shall  be  either  (1)  in  the  form 
specified  in  other  applicable  sections  in 
this  chapter,  e.g.,  the  form  for  a  food 
additive  petition  in  S  121.51  of  this  chap¬ 
ter  or  for  a  new  drug  application  in 
§  314.1  of  this  chapter  or  for  a  new  ani¬ 
mal  drug  application  in  §  514.1  of  this 
chapter,  or  (2)  in  the  form  for  a  citizen 
petition  in  §  2.7. 

(b)  The  Commissioner  may  on  his  own 
initiative  institute  a  proceeding  to  issue, 
amend,  or  revoke  a  regulation  or  order, 
or  to  take  or  refrain  from  taking  any 
other  form  of  administrative  action, 
under  the  laws  administered  by  him. 
The  Food  and  Drug  Administration  has 
primary  jurisdiction  to  make  the  initial 
determination  on  issues  within  its  statu¬ 
tory  mandate,  and  will  request  a  court 
to  dismiss,  or  to  hold  in  abeyance  its 
determination  of  or  refer  to  the  agency 
.or  administrative  determination,  any 
such  issue  which  has  not  previously  been 
determined  by  the  agency  or  which,  if 
it  has  previously  been  so  determined,  the 
agency  concludes  should  be  reconsidered 
and  subject  to  a  new  administrative  de¬ 
termination.  The  Commissioner  may,  in 
his  discretion,  utilize  any  of  the  proce¬ 
dures  established  in  this  Part  in  review¬ 
ing  and  making  a  determination  on  any 
matter  on  his  own  Initiative. 

(c)  The  Commissioner  shall  institute 
a  proceeding  to  determine  whether  he 
should  issue,  amend,  or  revoke  a  regula¬ 
tion  or  order,  or  take  or  refrain  from 
taking  any  other  form  of  administrative 
action  imder  the  laws  administered  by 
him,  whenever  any  court  holds  in  abey¬ 
ance  or  refers  any  such  matter  to  him 
for  an  administrative  determination 
and  he  concludes  that  such  an  admin¬ 
istrative  determination  is  feasible  in 
light  of  agency  priorities  and  resources. 

§  2.7  Qtizen  petition. 

(a)  The  provisions  of  this  section  shall 
apply  to  any  petition  submitted  by  any 
person,  except  to  the  extent  that  specific 
provisions  In  other  sections  of  this  chap¬ 
ter  state  different  requirements  with 
respect  to  a  particular  matter. 

(b)  Any  petition  (Including  any  at¬ 
tachments)  shall  be  submitted  in  ac¬ 


cordance  with  §  2.5  and  in  the  following 
form : 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Education,  and 

Welfare,  Rm.  4-65,  5600  Fishers  Lane, 

BockvUle  MD  20852. 

Citizen  Petition  ^ 

The  undersigned  submits  this  petition  pur¬ 
suant  to  _  (relevant  statutory 

sections,  if  known)  of  the _ (Fed¬ 

eral  Food,  Drug,  and  Cosmetic  Act  and/or 
the  Public  Health  Service  Act  and/or  any 
other  statutory  provision  with  respect  to 
which  authority  has  been  delegated  to  the 
Commissioner  of  Food  and  Drugs  pursuant 
to  21  CFR  5.1)  to  request  the  Commissioner 

of  Food  and  Drugs  to _  (Issue, 

amend,  or  revoke  a  regulation  or  order  or 
take  or  refrain  from  taking  any  other  form 
of  administrative  action) . 

A.  Action  Requested.. 

((1)  If  the  petition  requests  the  Commis¬ 
sioner  to  Issue,  amend,  or  revoke  a  regula¬ 
tion,  the  exact  wording  of  the  existing  reg¬ 
ulation  (if  any)  and  the  proposed  regulation 
or  amendment  requested.) 

((2)  If  the  petition  requests  the  Commis¬ 
sioner  to  issue,  amend,  or  revoke  an  order, 
a  copy  or  the  exact  wording  of  and  citation 
to  the  existing  order  (If  any)  and  the  exact 
wording  requested  for  the  proposed  order.) 

((3)  If  the  petition  requests  the  Commis¬ 
sioner  to  take  or  refrain  from  taking  any 
other  form  of  administrative  action,  the 
specific  action  or  relief  requested.) 

B.  Statement  of  Grounds. 

(A  full  statement  of  the  factual  and  legal 
grounds  upon  which  the  petitioner  relies. 
Such  grounds  shall  include  all  relevant  data, 
information,  and  views  on  which  the  peti¬ 
tioner  relies,  as  well  as  representative  data 
and  information  known  to  the  petitioner 
which  are  unfavorable  to  the  petitioner's 
position,  and  shall  be  submitted  in  a  well- 
organized  format.) 

C.  Environmental  Impact. 

(An  environmental  impact  analysis  report 
in  the  form  specified  In  21  CFR  6.1(g).  ex¬ 
cept  for  the  types  of  actions  specified  in  21 
CFR  6.1(e).) 

The  undersigned  certifies,  that,  to  the  best 
of  his  knowledge  and  belief  this  petition  In¬ 
cludes  all  data.  Information,  and  views  on 
which  the  petition  relies,  and  that  it  includes 
representative  data  and  information  known 
to  the  petitioner  which  are  unfavorable  to 
the  petition. 

Very  truly  yours. 


(Signature) 


(Name  of  petitioner) 


(Mailing  address) 


(Telephone  number) 

(c)  Any  petition  which  appears  to  meet 
the  requirements  of  paragraph  (b)  of 
this  section  and  §  2.5  shall  be  filed  by 
the  Hearing  (fierk,  stampted  with  the 
date  of  filing,  and  assigned  a  docket 
number.  The  docket  number  shall  be 
used  to  identify  the  administrative  file 
established  by  the  Hearing  (Tlerk  for  all 
submissions  relating  to  the  petition,  as 
provided  in  this  Part.  All  subsequent 
submissions  relating  to  the  matter  shall 
refer  to  such  docket  number  and  shall  be 
filed  in  such  administrative  file.  Identi- 
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cal,  similar,  or  related  petitions  may  be 
filed  together  and  given  the  same  docket 
number.  The  Hearing  Clerk  shall 
promptly  notify  the  petitioner  in  writing 
of  the  filing  and  docket  number  of  a 
petition. 

(d)  Any  Interested  person  may  submit 
written  comments  to  the  Hearing  Clerk 
on  any  filed  petition,  which  shall  become 
part  of  the  administrative  file.  Such  com¬ 
ments  shall  specify  the  docket  number  of 
the  petition  and  may  support  or  oppose 
the  petition  in  whole  or  in  part.  Any  re¬ 
quest  for  alternative  or  different  ad¬ 
ministrative  action  shall  be  in  the  form 
of  a  separate  petition. 

(e)  The  Commissioner  shall  review 
and  rule  upon  every  petition  filed  pur¬ 
suant  to  paragraph  (c)  of  this  section 
as  promptly  as  is  feasible,  taking  into 
consideration  (1)  the  agency  resources 
available  to  handle  the  category  of  sub¬ 
ject  matter  involved,  (2)  the  priority  as¬ 
signed  to  the  petition  in  relation  both  to 
the  category  of  subject  matter  involved 
and  the  overall  work  of  the  agency,  and 

(3)  time  requirements  established  by 
statute.  The  Commissioner  may  grant  or 
deny  such  a  petition,  in  whole  or  in  part, 
and  may  grant  such  other  relief  or  take 
such  other  action  as  he  may  determine 
to  be  warranted  by  the  petition.  The 
petitioner  shall  be  notified  in  writing  of 
the  Commissioner’s  decision  on  a  pe¬ 
tition.  Such  decision  shall  be  placed  in 
the  public  docket  file  in  the  office  of  the 
Hearing  Clerk  and  may  also  be  in  the 
form  of  a  notice  published  in  the  Fed¬ 
eral  Register. 

(f)  If  a  petition  filed  pursuant  to 
paragraph  (c)  of  this  section  requests 
the  Commissioner  to  Issue,  amend,  or 
revoke  a  regulation,  the  provisions  of 
§  2.10  or  $  2.12  shall  also  apply. 

(g)  A  petitioner  may  supplement, 
amend,  or  withdraw  his  petition  upon 
written  request  without  agency  approval 
prior  to  the  time  the  Commissioner  rules 
on  the  petition  unless  the  petition  has 
been  referred  for  a  hearing  under  Sub¬ 
parts  B,  C.  D,  or  E  of  this  Part.  In  all 
other  instances,  a  petition  may  be  sup¬ 
plemented,  amended,  or  withdrawn  only 
with  approval  of  the  Commissioner. 

(h)  In  reviewing  any  matter  which 
Is  the  subject  of  a  petition  filed  pursuant 
to  paragraph  (c)  of  this  section,  the 
Commissioner  may.  In  his  discretion, 
utilize  any  of  the  following  procedures. 

(1)  Conferences,  meetings,  discussions, 
and  correspondence  pursuant  to  {  2.15. 

(2)  A  foitnal  evidentiary  public  hear¬ 
ing  pursuant  to  Subpart  B  of  this  Part. 

(3)  A  public  hearing  before  a  Pidillc 
Board  of  Inquiry  pursuant  to  Subpart  C 
of  this  Part. 

(4)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpart 
D  of  this  Part. 

(5)  A  public  hearing  before  the  Com¬ 
missioner  pursuant  to  SiUipart  E  of  this 
Part. 

(6)  A  regulatory  hearing  before  the 
Food  and  Drug  Administration  pursuant 
to  Subpart  P  of  this  Part. 

(7)  A  notice  pidDllshed  in  the  Federal 
Register  requesting  data,  information, 
and  views. 


(8)  A  proposal  to  issue,  amend,  or 
revoke  a  regulation,  in  accordance  with 
the  provislcms  of  $  2.10  or  §  2.110. 

(9)  Any  other  specific  public  procedure 
established  by  the  provisions  in  other 
sections  of  this  chapter  and  explicitly 
made  applicable  to  the  matter  by  those 
provisions. 

(1)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  following : 

Cl)  The  petition,  including  all  data 
and  information  on  which  it  relies,  filed 
by  the  Hearing  Clerk. 

(2)  All  comments  received  on  the  pe¬ 
tition,  including  all  data  or  information 
submitted  as  a  part  of  such  comments. 

(3i  If  the  petition  resulted  in  a  pro¬ 
posal  to  issue,  amend,  or  revoke  a  regu¬ 
lation.  all  of  the  documents  specified  in 
S  2.10(g). 

(4)  The  record,  consisting  of  any  tran¬ 
scripts,  minutes  of  meetings,  reports. 
Federal  Register  notices,  and  other 
documents,  resulting  from  any  of  the 
optional  procedures  specified  in  para¬ 
graph  (g)  of  this  section,  except  that  it 
shall  not  include  the  transcript  of  any 
closed  portion  of  any  public  advisory 
committee  meeting. 

(5)  The  Commissioner’s  decision  on 
the  petition,  including  all  data  and  in¬ 
formation  identified  or  filed  by  the  Com¬ 
missioner  with  the  Hearing  Clerk  as 
part  of  the  record  supporting  the  deci¬ 
sion. 

(6)  All  documents  filed  with  the 
Hearing  Clerk  pursuant  to  §  2.15(f). 

(7)  If  any  petition  for  reconsideration 
or  for  a  stay  of  action  is  filed  pursuant 
to  paragraph  (j)  of  this  section,  the 
administrative  record  specified  in  §  2.8 
(k)  or  8  2.9(h)  respectively. 

(j)  The  administrative  record  speci¬ 
fied  in  paragraph  (i)  of  this  section  shall 
constitute  th  exclusive  record  for  the 
Commissioner’s  decision.  The  record  of 
the  administrative  proceeding  shall  be 
closed  as  of  the  date  of  the  Commis¬ 
sioner’s  decision  unless  some  other  date 
for  the  closing  of  the  record  is  specified 
by  the  Commissioner.  Thereafter  any  in¬ 
terested  person  may  submit  a  petition 
for  reconsideration  pursuant  to  §  2.8  and 
a  petition  for  stay  of  action  pursuant  to 
8  2.9.  Any  person  who  wishes  to  rely 
upx>n  data,  information,  or  views  not  in¬ 
cluded  in  the  administrative  record  shall 
submit  it  to  the  Commissioner  with  a 
new  petition  to  modify  the  decision  pur¬ 
suant  to  this  section. 

(k)  The  provisions  of  this  section  shall 
not  apply  to  requests,  suggestions,  and 
recommendations  made  Informally  in 
routine  correspondence  received  by  the 
Food  and  Drug  Administration.  Such 
correspondence  does  not  constitute  a 
petition  within  the  meaning  of  this  sec¬ 
tion  unless  it  purports  to  meet  the  re¬ 
quirements  of  this  section.  Action  with 
respect  to  such  routine  correspondence 
does  not  constitute  finsd  administrative 
action  which  is  subject  to  judicial  review 
pursuant  to  S  2.11. 

(l)  The  Hearing  Clerk  shall  maintain 
a  chronological  list  of  all  petitions  filed 
purstiant  to  this  section  and  S  2.19,  but 
excluding  petitions  submitted  elsewhere 
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in  the  agency  pursuant  to  5  2.6(a)(1),  | 
showing: 

(1)  The  docket  number.  | 

(2)  The  date  the  petition  was  filed  by  [ 

the  Hearing  Clerk.  i 

(3)  The  name  of  the  petitioner,  j 

(4)  The  subject  matter  Involved. 

§  2.8  Adniinisirulivo  reconsideration  of 
uetioii. 

(a)  The  Commissioner  may  at  any 
time  conclude  to  reconsider  any  matter, 
on  his  own  initiative  or  on  the  petition 
of  any  interested  person. 

(b)  Any  interested  person  may  request 
reconsideration  of  any  part  or  all  of  a 
decision  of  the  Commissioner  on  any 
petition  submitted  pursuant  to  5  2.6(a). 
Any  such  request  shall  be  submitted  in 
accordance  with  5  2.5  and  in  the  follow¬ 
ing  form  no  later  than  30  days  after  the 
date  of  the  decision  involved. 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Education,  and 

Welfare,  Rm.  4-65, 5600  Fishers  Lane,  Rock¬ 
ville,  MD  20852 

Petition  for  Reconsideration 
Docket  No. _ 

The  undersigned  submits  this  petition  for 
reconsideration  of  the  decision  of  the  Com¬ 
missioner  of  Food  and  Drugs  in  Docket 
No.  . . 

A.  Decision  Involved. 

(A  concise  statement  of  the  decision  of  the 
Commissioner  which  the  petitioner  wishes 
to  have  reconsidered.) 

B.  Action  Requested. 

(The  decision  which  the  petitioner  re¬ 
quests  the  Commissioner  to  make  upon  re¬ 
consideration  of  the  matter.) 

C.  Statement  of  Grounds. 

(A  full  statement  of  the  factual  and  legal 
grounds  upon  which  the  petitioner  relies. 
Such  grounds  shall  demonstrate  that  rele¬ 
vant  data.  Information,  and  views  contained 
In  the  administrative  record  were  not  pre¬ 
viously  or  not  adequately  considered  by  the 
Commissioner.  No  new  data.  Information,  or 
views  may  be  Included  In  a  petition  for  re¬ 
consideration.) 

Very  truly  yours. 


(Signature) 


(Name  of  petitioner) 


(Mailing  address) 


(Telephone  number) 

(c)  A  petition  for  reconsideration  re¬ 
lating  to  a  petition  submitted  pursuant 
to  §  2.6(a)  (2)  shall  be  subject  to  the 
requirements  of  5  2.7  (c)  and  (d),  ex¬ 
cept  that  It  shall  be  filed  in  the  same 
docket  file  as  the  petition  to  which  it  re¬ 
lates. 

(d)  The  Commissioner  shall  promptly 
review  a  petition  for  reconsideration. 
The  Commissioner  may  grant  such  a 
petition  in  any  proceeding  when  he  de¬ 
termines  that  it  Is  In  the  public  interest 
and  In  the  interest  of  justice.  The  Com¬ 
missioner  shall  grant  a  petition  for  re¬ 
consideration  in  any  proceeding  if  he  de¬ 
termines  that  all  of  the  following  apply: 
(1)  the  petition  demonstrates  that  rele¬ 
vant  data.  Information,  or  views  con¬ 
tained  in  the  administrative  record  were 
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not  previously  or  not  adequately  consid¬ 
ered  by  the  Commissioner,  (2)  the  peti¬ 
tioner’s  position  is  not  frivolous  and  is 
being  pursued  in  good  faith,  (3)  the  Peti¬ 
tioner  has  demonstrated  soxmd  public 
policy  grounds  supporting  reconsidera¬ 
tion,  and  (4)  reconsideration  is  not  out¬ 
weighed  by  public  health  considerations 
or  other  public  interests. 

(e)  A  petition  for  reconsideration  shall 
be  based  only  on  data,  information,  and 
views  contained  in  the  administrative 
record  on  which  the  Commissioner  made 
his  decision.  Any  interested  person  who 
wishes  to  rely  upon  data,  information,  or 
views  not  included  in  such  administra¬ 
tive  record  shall  submit  it  to  the  Com¬ 
missioner  with  a  new  petition  to  modify 
the  decision  pursuant  to  §  2.6(a) . 

(f)  The  Commissioner’s  decision  on  a 
petition  for  reconsideration  shall  be  in 
writing  and  shall  be  placed  on  public  dis¬ 
play  as  part  of  the  administrative  file  on 
the  matter  in  the  office  of  the  Hearing 
Clerk.  A  determination  to  grant  recon¬ 
sideration  shall  be  published  in  the  Fed¬ 
eral  Register  if  the  Commissioner’s 
original  decision  was  published  in  the 
Federal  Register.  Any  other  determina¬ 
tion  to  grant  or  to  deny  reconsideration 
may  also  be  published  in  the  Federal 
Register. 

(g)  The  Cwnmissioner  will  consider  a 
petition  for  reconsideration  only  if  it  is 
submitted  within  30  days  of  the  date  of 
the  decisiim  involved  and  before  such 
petitioner  brings  legal  action  in  the 
coiirts  to  review  such  action,  except  that 
such  a  petition  shall  also  be  considered 
if  the  Commissioner  has  denied  a  p>etition 
for  stay  of  action  and  such  petitioner  has 
petitioned  for  judicial  review  of  the  Com¬ 
missioner’s  action  and  requested  the  re¬ 
viewing  court  to  grant  a  stay  pending 
consideration  of  such  review.  A  petition 
for  reconsideration  submitted  later  than 
30  days  after  the  date  of  the  decision  in¬ 
volved  shall  be  denied  as  untimely.  A 
petition  for  reconsideration  shall  be  con¬ 
sidered  as  submitted  on  the  day  it  is  re¬ 
ceived  by  the  Hearing  Clerk. 

(h)  The  Commissioner  may  on  his  own 
initiative  decide  to  reconsidered  all  or 
part  of  any  matter  at  any  time  after  it 
has  been  decided  or  action  has  been 
taken.  If  review  of  such  matter  is  pending 
in  the  courts,  the  Commissioner  may  re¬ 
quest  that  the  court  refer  the  matter  back 
to  the  agency  or  hold  its  review  in  abey¬ 
ance  pending  administrative  reconsid¬ 
eration.  The  administrative  record  of  the 
proceeding  shall  include  all  additional 
documents  relating  to  such  reconsidera¬ 
tion. 

(i)  After  determining  to  reconsider  a 
matter,  whether  on  the  petition  of  an 
interested  person  or  on  his  own  initiative, 
the  Ccunmissioner  shall  review  and  rule 
on  the  merits  of  the  matter  pmsuant  to 
§  2.7(e) .  The  Commissioner  may  reaffirm, 
modify,  or  overrule  his  prior  decision,  in 
whole  or  in  part,  and  may  grant  such 
other  relief  or  take  such  other  action 
as  he  may  determine  to  be  warranted. 

(j)  The  Commissioner’s  reconsidera¬ 
tion  of  any  matter  relating  to  a  petition 
sulxnitted  pursuant  to  §  2.6(a)  (2)  shall 
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be  subject  to  the  provisions  of  S  2.7(f) 
through  (h) ,  (J) ,  and  (k) . 

(k)  The  record  of  the  administrative 
proceeding  shall  ccmsist  of  the  following. 

(l)  The  record  of  the  original  petition 
specified  in  §  2.7 (i). 

(2)  The  petition  for  reconsideration, 
including  all  data  and  information  on 
which  it  relies,  filed  by  the  Hearing 
Clerk. 

(3)  All  comments  received  on  such 
petition,  including  all  data  or  informa¬ 
tion  submitted  as  a  part  of  such 
comments. 

(4)  The  Commissioner’s  decision  on 
such  petition  pursuant  to  paragraph  (f) 
of  this  section,  including  all  data  and 
information  identified  or  filed  by  the 
Commissioner  with  the  Hearing  Clerk  as 
part  of  the  record  supporting  the  de¬ 
cision. 

(5)  Any  Federal  Register  notices  or 
other  documents  resulting  from  such 
petition. 

(6)  All  documents  filed  with  the  Hear¬ 
ing  Clerk  pursuant  to  §  2.15(f). 

(7)  If  the  Ck)mmissioner  reconsiders 
the  matter,  the  administrative  record  re¬ 
lating  to  such  reconsideration  specified 
in  §  2.7(i). 

§  2.9  AdminiKtrative  stay  of  action. 

(a)  The  Conunissioner  may  stay  (in¬ 
cluding  extend)  the  effective  date  of  any 
relevant  action  pending  or  following  his 
decision  on  any  matter,  on  his  own  ini¬ 
tiative  or  on  the  petition  of  any  inter¬ 
ested  person. 

(b)  Any  interested  person  may  request 
the  Commissioner  to  stay  the  effective 
date  of  any  administrative  action.  Such 
a  stay  may  be  requested  for  a  specific 
time  period  or  for  an  indefinite  time  pe¬ 
riod.  Any  such  request  shall  be  submitted 
in  accordance  with  §  2:5  and  in  the  fol¬ 
lowing  form  no  later  than  30  days  after 
the  date  of  the  decision  involved. 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Education, 

and  Welfare,  Rm.  4-65,  5600  Fishers  Lane, 

Rockville,  MD  20852 

Petition  for  Stay  of  Action 

The  undersigned  submits  this  petition  re¬ 
questing  that  the  Commissioner  of  Food 
and  Drugs  stay  the  effective  date  of  his  ac¬ 
tion  with  respect  to  the  following  matter. 

A.  Decision  Involved. 

(The  specific  administrative  action  being 
taken  by  the  Commissioner  for  which  a  stay 
Is  requested,  including  the  docket  number  or 
other  citation  to  the  action  Involved.) 

B.  Action  Requested. 

(The  length  of  time  for  which  the  stay  is 
requested,  which  may  be  for  a  specific  or  in¬ 
definite  time  period.) 

C.  Statement  of  Grounds. 

(A  full  statement  of  the  factual  and  legal 
grounds  upon  which  the  petitioner  relies  for 
the  stay.) 

Very  truly  yours. 


(Signature) 


(Name  of  petitioner) 
(Mailing  address) 


(Telephone  number) 


(c)  A  petition  for  stay  of  action  relat¬ 
ing  to  a  petition  submitted  pursuant  to 
S  2.6(a)  (2)  shall  be  subject  to  the  re¬ 
quirements  of  paragraphs  (c)  and  (d)  of 
S  2.7.  except  that  it  shall  be  filed  in  the 
same  docket  file  as  the  petition  to  which 
it  relates. 

(d)  Neither  the  filing  of  a  petition  for 
a  stay  of  action  pursuant  to  this  section 
nor  action  taken  by  an  interested  person 
in  accordance  wiUi  any  other  administra¬ 
tive  procedure  in  this  part  or  in  any 
other  section  of  this  chapter,  e.g.,  the 
filing  of  a  citizen  petition  pursuant  to 
§  2.7  or  a  petition  for  reconsideration 
pursuant  to  §  2.8  or  a  request  for  an  ad¬ 
visory  opinion  pursuant  to  §  2.18,  shall 
operate  to  stay  or  otherwise  delay  any 
administrative  action  by  the  Commis¬ 
sioner,  including  enforcement  action  of 
any  kind,  unless  one  of  the  following 
applies: 

(1)  The  Commissioner,  in  his  discre¬ 
tion,  determines  that  a  stay  or  delay  is 
in  the  public  interest  and  stays  the  ac¬ 
tion. 

(2)  A  statutory  provision  requires  that 
the  matter  be  stayed. 

(3)  A  court  orders  that  the  matter  be 
stayed. 

(e)  The  Commissioner  shall  promptly 
review  a  E>etition  for  stay  of  action.  The 
Commissioner  may  grant  or  deny  such  a 
petition,  in  whole  or  in  part,  and  may 
grant  such  other  relief  or  take  such  other 
action  as  he  may  determine  to  be  war¬ 
ranted  by  the  petition.  The  Commis¬ 
sioner  may  grant  a  stay  in  any  proceed¬ 
ing  if  he  determines  that  it  is  in  the  pub¬ 
lic  interest  and  in  the  interest  of  justice. 
The  Ccmunissioner  shall  grant  a  stay  in 
any  proceeding  if  he  determines  that  all 
of  the  following  apply:  (1)  The  peti¬ 
tioner  will  otherwise  suffer  irreparable 
injury.  (2)  the  petitioner’s  case  is  not 
frivolous  and  is  being  pursued  in  good 
faith,  (3)  the  petitioner  has  demon¬ 
strated  soimd  public  policy  errounds  sup¬ 
porting  the  stay,  and  (4)  the  delay  re¬ 
sulting  from  the  stay  is  not  outweighed 
by  public  health  considerations  or  other 
public  interests. 

(f)  The  Commssloner’s  decision  on  a 
petition  for  stay  of  action  shall  be  in 
writing  and  shall  be  placed  on  public 
display  as  part  of  the  file  on  the  matter 
in  the  office  of  the  Hearing  Clerk.  A  de¬ 
termination  to  grant  a  stay  shall  be 
published  in  the  Federal  Register  if  the 
Commissioner’s  original  decision  was 
published  in  the  Federal  Register.  Any 
other  determination  to  grant  or  to  deny 
a  stay  may  also  be  published  in  the  Fed¬ 
eral  Register. 

(g)  A  petition  for  a  stay  of  action 
submitted  later  than  30  days  after  the 
date  of  the  decision  Involved  shall  be 
denied  as  imtimely.  A  petition  for  a  stay 
of  action  shall  be  considered  as  submit¬ 
ted  on  the  day  it  is  received  by  the 
Hearing  Clerk, 

(h)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  following: 

(1)  The  record  of  the  proceeding  to 
which  the  petition  for  stay  of  action  is 
directed. 
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(2)  The  petition  for  stay  of  action,  in¬ 
cluding  all  data  and  informtaion  on 
which  it  relies,  filed  by  the  Hearing  Clerk. 

(3)  All  comments  received  on  such 
petition,  including  all  data  or  informa¬ 
tion  submitted  as  a  part  of  such  com¬ 
ments. 

(4)  The  Commissioner’s  decision  on 
such  petition  pursuant  to  paragraph  (e) 
of  this  section,  including  all  data  and 
informtaioin  identified  or  filed  by  the 
Commissioner  with  the  Hearing  Clerk 
as  part  of  the  record  supporting  the 
decision. 

(5)  Any  Federal  Register  notices  or 
other  documents  resulting  from  such 
petition. 

(6)  All  documents  filed  with  tlie  Hear¬ 
ing  Clerk  pursuant  to  §  2.15<f). 

§  2.10  Promulgation  of  rrgulution'i  for 
the  efficient  enforeement  of  the  law. 

(a)  The  Commissioner  may  propose 
and  promulgate  regulations  for  the 
efficient  enforcement  of  the  laws  admin¬ 
istered  by  him  whenever  he  concludes 
that  it  is  necessary  or  appropriate  to  do 
so.  The  issuance,  amendment,  or  revoca¬ 
tion  of  any  such  regulation  may  be  ini¬ 
tiated  in  any  of  the  ways  specified  in 
§  2.6. 

(1)  This  section  shall  apply  to  any 
regulation  (i)  not  subject  to  S  2.12  and 
Subpart  B  of  this  Part  or  (ii>  if  it  is 
subject  to  S  2.12  and  Subpart  B  of  this 
Part,  to  the  extent  that  those  provisions 
make  this  section  applicable. 

(2)  A  regulation  proposed  by  an  in¬ 
terested  person  in  a  petition  submitted 
pursuant  to  9  2.6(a)  shall  be  published  by 
the  Commissioner  in  the  Federal  Regis¬ 
ter  as  a  proposal  if  he  determines  that: 

(i)  The  petition  contains  facts  demon¬ 
strating  reasonable  grounds  for  the 
proposal. 

<ii)  The  petition  contains  a  substan¬ 
tial  showing  that  the  proposal  is  in  the 
public  interest  and  wlU  promote  the 
objectives  of  the  act  and  the  agency. 

(iii)  The  requested  proposal  is  lawful. 

(3)  The  Commissioner  may  publish 
two  or  more  alternative  proposed  regu¬ 
lations  on  the  same  subject  in  order  to 
obtain  comment  on  the  different  alterna¬ 
tives. 

(4)  The  Commissioner  may  publish  a 
regulation  proposed  by  an  interested  per¬ 
son  in  a  petition  submitted  pursuant  to 
§  2.6(a)  together  with  the  Commission¬ 
er’s  preliminary  views  on  the  proposal 
and  any  alternative  proposal. 

(b)  Except  as  provided  in  paragraphs 
(d)  and  (e)  of  this  section,  any  such 
regulation  shall  be  the  subject  of  a  notice 
of  proposed  rule  making  published  in  the 
Federal  Register. 

(1)  Such  notice  shall  contain  (i)  a 
general  statement  in  the  first  or  second 
paragraph  describing  the  substance  of 
the  document  in  easily  understandable 
terms,  (il)  a  preamble  which  summarizes 
the  proposal  and  the  facts  and  policy 
underlying  it,  (ill)  references  to  all  data 
and  information  on  which  the  Commis¬ 
sioner  relies  for  the  proposal  (copies  or 
a  full  list  of  which  shall  be  a  part  of  the 
administrative  file  on  the  matter  in  the 
office  of  the  Hearing  Clerk) ,  (Iv)  the  au¬ 


thority  under  which  the  regulation  is 
proposed,  (v)  either  the  terms  or  sub¬ 
stance  of  the  proposed  regulation  or  a 
description  of  the  subjects  and  issues 
involved,  (vi)  a  proposed  effective  date, 
(vii)  a  reference  to  the  existence  or  lack 
of  need  for  an  environmental  impact 
statement  pursuant  to  9  6.1(a)  (3)  (ii)  or 
(iii)  of  this  chapter,  (viii)  the  time, 
place,  and  method  for  interested  per¬ 
sons  to  submit  written  comments  on  the 
proposal,  and  a  statement  that  comments 
shall  be  submitted  in  accordance  with 
the  requirements  of  this  Part  and  (ix) 
the  docket  number  of  the  matter,  which 
shall  be  used  to  identify  the  administra¬ 
tive  file  established  by  the  Hearing  Clerk 
for  all  submLssion  relating  to  the  matter, 
as  provided  in  this  Part. 

(2)  Such  proposal  shall  ordinarily  pro¬ 
vide  60  days  for  comment,  although  the 
Commissioner  may  reduce  or  extend  this 
time  period  for  good  cause.  In  no  event 
shall  the  time  for  comment  be  less  than 
ten  days. 

(3)  After  publication  of  the  notice  of 
proposed  rule  making,  any  interested 
person  may  request  the  Commissioner  to 
extend  the  comment  period  for  an  addi¬ 
tional  specified  period  of  time  by  sub¬ 
mitting  a  written  request  to  the  Hearing 
Clerk  stating  the  grounds  therefor.  Such 
requests  shall  be  pursuant  to  9  2.9,  ex¬ 
cept  that  the  heading  shall  be  “RE¬ 
QUEST  FOR  EXTENSION  OF  COM¬ 
MENT  PERIOD.” 

(i)  Any  such  request  shall  demonstrate 
why  comments  could  not  reasonably  be 
submitted  within  the  time  permitted,  or 
that  important  new  information  will 
shortly  be  available,  or  that  sound  pub¬ 
lic  policy  otherwise  supports  an  exten¬ 
sion  of  the  time  for  comment.  The  Com¬ 
missioner  may  grant  or  deny  such  re¬ 
quest  or  may  grant  an  extension  for  a 
time  period  different  than  that  re¬ 
quested.  Extensions  of  time  to  comment 
will  not  ordinsu’ily  be  granted.  An  exten¬ 
sion  of  time  to  comment  may  be  limited 
to  specific  persons  who  have  made  and 
justified  such  a  request,  but  shall  or¬ 
dinarily  apply  to  all  Interested  persons. 

(ii)  Any  extension  of  time  to  comment 
of  30  days  or  longer  shall  be  the  subject 
of  a  notice  published  in  the  Federal 
Register  and  shaU  be  applicable  to  all 
interested  persons.  Any  extension  of  time 
to  comment  of  less  than  30  days  shall 
be  the  subject  either  of  a  letter  or  memo¬ 
randum  filed  with  the  Hearing  Clerk  or 
of  a  notice  published  in  the  Federal 
Register. 

(4)  All  comments  shall  be  submitted  in 
qulntupllcate  to  the  Hearing  Cfierk,  ex¬ 
cept  that  individuals  may  submit  single 
copies  of  comments.  Comments  will  be 
stamped  with  the  date  of  receipt  and  will 
be  numbered  chronologically, 

(5)  Persons  submitting  comments  crit¬ 
ical  of  a  proposed  regulation  are  en¬ 
couraged  to  include  alternative  wording 
that  they  believe  would  be  preferable. 

(c)  After  the  time  for  comment  on  a 
proposed  regulations  has  expired,  the 
Commissioner  shall  review  the  entire  ad¬ 
ministrative  record  on  the  matter,  in¬ 
cluding  all  comments,  and  shall  termi¬ 
nate  the  proceeding,  issue  a  new  proposal, 


or  promulgate  a  final  regulation,  by  no¬ 
tice  published  in  the  Federal  Register. 

(1)  The  quality  and  persuasiveness  of 
the  comments  shall  determine  the  Com¬ 
missioner’s  decision  with  respect  to  such 
comments.  The  number  or  length  of  com¬ 
ments  shall  not  be  a  significant  factor  in 
such  decision. 

(2)  The  decision  of  the  Commissioner 
v.ith  respect  to  the  matter  shall  be  based 
solely  upon  the  administrative  record. 

(3)  The  preamble  to  a  final  regulation 
published  in  the  Federal  Register  shall 
contain  in  the  first  and  second  para¬ 
graphs  reference  to  prior  notices  relating 
to  the  same  matter  and  a  general  state¬ 
ment  describing  the  substance  of  the  doc¬ 
ument  in  easily  understandable  terms, 
and  shall  summarize  each  type  of  com¬ 
ment  submitted  on  the  proposal  and  the 
Commissioner’s  conclusions  with  respect 
to  each  such  type  of  comment.  The  pre¬ 
amble  shall  contain  a  thorough  and  com¬ 
prehensive  articulation  of  the  reasons 
for  the  Commissioner’s  decision  on  each 
issue. 

(4)  The  notice  promulgating  a  final 
regulation  published  in  the  Federal  Reg¬ 
ister  shall  specify  the  effective  date.  Such 
effective  date  shall  be  not  less  than  30 
days  after  the  date  of  publication  in  the 
Federal  Register,  except  for: 

(i)  A  regulation  which  grants  an  ex¬ 
emption  or  relieves  a  restriction. 

(ii)  Any  other  regulation  where  the 
Commissioner  finds,  and  states  in  the  no¬ 
tice,  good  cause  for  an  earlier  effective 
date. 

(d)  The  provisions  for  notice  and  com¬ 
ment  in  paragraphs  (b)  and  (c)  of  this 
section  shall  apply  to  interpretive  rules  • 
and  to  rules  of  agency  practice  and  pro¬ 
cedure  except  as  provided  in  paragraph 

(e)  of  this  section.  The  provisions  of 
paragraphs  (b)  and  (c)  of  this  section 
shall  not  apply  to  general  statements  of 
policy  in  the  form  of  informational  no¬ 
tices  published  in  the  Federal  Register 
or  to  matters  involving  agency  organiza¬ 
tion. 

(e)  The  requirements  of  notice  and 
public  procedure  in  paragraph  (b)  of  this 
section  shall  not  apply  in  any  of  the  fol¬ 
lowing  situations: 

(1)  When  the  Commissioner  deter¬ 
mines  for  good  cause  that  they  are  im¬ 
practicable,  imnecessary,  or  contrary  to 
the  public  interest.  In  such  cases,  the  no¬ 
tice  promulgating  the  regulation  shall 
state  the  reasons  for  such  determination, 
and  shall  provide  an  opportunity  for  the 
submission  of  comments  to  determine 
whether  the  regulation  should  sub¬ 
sequently  be  modified  or  revoked. 

(2)  To  food  additive  and  color  addi¬ 
tive  petitions,  which  are  subject  to  the 
provisions  of  9  2.110(b)  (2) . 

(3)  To  new  animal  drug  regulations, 
which  shall  be  promulgated  by  notice 
pursuant  to  section  512(1)  of  the  act. 

(f)  In  addition  to  the  notice  and  pub¬ 

lic  procedure  required  pursuant  to  para¬ 
graph  (b)  of  this  section,  the  Commis¬ 
sioner  may.  in  his  discretion,  also  subject 
any  proposed  or  final  regulation,  before 
or  after  publication  in  the  Federal  Reg¬ 
ister,  to  any  of  the  following  additional 
procedures,  where  they  are  reasonably 
applicable  to  the  matter  involved:  ' 
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(1)  Conferences,  meetings,  discus¬ 
sions,  and  correspondence  pursuant  to 
§  2.15. 

(2)  A  formal  evidentiary  public  hear¬ 
ing  pursuant  to  Subpart  B  of  this  Part. 

(3)  A  public  hearing  before  a  Public 
Board  of  Inquiry  pursiuint  to  Subpart  C 
of  this  Part. 

(4)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpart 
D  of  Uiis  Part. 

(5)  A  pubhc  hearing  before  the  Com- 
missicmer  pursuant  to  Subpart  E  of  this 
Part. 

(6)  A  notice  published  in  the  Federal 
Register  requesting  data,  information, 
and  views  before  the  Commissioner 
determines  whether  to  propose  a 
regulation. 

(7)  A  draft  of  a  proposed  regulation 
placed  on  public  display  in  the  office  of 
the  Hearing  Clerk.  If  this  procedure  is 
used,  the  Commissioner  shall  publish  an 
appropriate  notice  in  the  Federal  Regis- 
ISTER  stating  that  the  document  is  avail¬ 
able  and  specifying  the  time  within 
which  comments  may  be  submitted 
orally  m:  in  writing  on  the  draft  of  the 
proposed  regulation. 

(8)  A  revised  proposal  published  in 
the  Federal  Register,  which  shall  be 
subject  to  all  the  provisions  in  this  sec¬ 
tion  relating  to  proposed  regulations. 

(9)  A  t«itative  final  regulation  or 
tentative  revised  final  regulation  placed 
on  public  display  at  the  office  of  the 
Hearing  Clerk.  If  this  procedure  is  used, 
the  Commissioner  shall  publish  an  ap- 
pr(H>riate  notice  in  the  Federal  Register 
stating  that  the  document  is  available 
and  specifsdng  the  time  within  which 
comments  may  be  submitted  orally  or  in 
writing  on  the  tentative  final  regula¬ 
tion  and  shall  mail  a  copy  of  the  tenta¬ 
tive  final  regulation  and  the  Federal 
Register  notice  to  each  person  who  sub¬ 
mitted  comments  on  the  proposed 
regulation. 

(10)  A  final  regulation  published  in 
the  Federal  Register  which  provides  an 
opportunity  for  the  submission  of  fur¬ 
ther  comments  to  determine  whether  the 
regulation  should  subsequently  be  modi¬ 
fied  or  revoked. 

(11)  Any  other  specific  public  proce¬ 
dure  established  by  the  provisions  in 
other  sections  of  this  chapter  and  ex¬ 
plicitly  made  applicable  to  the  matter 
by  the  terms  of  those  provisions. 

(g)  The  record  of  the  administrative 
proceeding  shall  consist  of  all  of  the  fol¬ 
lowing: 

(1)  If  the  regulation  was  initiated  by 
a  petition,  the  administrative  record 
specified  in  §  2.7 (i). 

(2)  If  any  petition  for  reconsidera¬ 
tion  or  for  a  stay  of  action  is  filed,  the 
administrative  record  specified  in  §  2.8 
(k)  and  S  2.9(h)  respectively. 

(3)  The  notice  of  proposed  rule  mak¬ 
ing  published  in  the  Federal  Register, 
Including  all  data  and  information  iden¬ 
tified  or  filed  by  the  Commissioner  with 
the  Hearing  Clerk  as  part  of  the  admin¬ 
istrative  record  supporting  the  proposal. 

(4)  All  cmnments  received  on  the  pro¬ 
posal,  including  all  data  or  information 
submitted  as  a  part  of  such  comments. 


(5)  The  notice  promulgating  the  final 
regulation,  including  all  data  and  infor¬ 
mation  identified  or  filed  by  the  Com¬ 
missioner  with  the  Hearing  Clerk  as  part 
of  the  administrative  record  supporting 
the  final  regulation. 

(6)  The  transcripts,  minutes  of  meet¬ 
ings,  reports.  Federal  Register  notices, 
and  other  documents  resulting  from  any 
of  the  optional  procedures  specified  in 
paragraph .  (f )  of  this  section,  except 
that  it  shall  not  include  any  transcript  of 
any  closed  portion  of  any  public  advisory 
ccanmittee  meeting. 

(7)  All  documents  submitted  to  the 
Hearing  Clerk  pursuant  to  §  2.15(f). 

(h)  The  record  of  the  administrative 
proceeding  shall  be  closed  as  of  the  date 
the  Commissioner’s  decision  is  published 
in  the  Federal  Register  or  otherwise 
made  available  for  public  disclosure  im- 
less  some  other  date  for  the  closing  of 
the  record  is  specified  by  the  Commis¬ 
sioner.  Thereafter  any  interested  person 
may  submit  a  petiticm  for  reconsidera¬ 
tion  pursuant  to  §  2.8  and  a  petition  for 
stay  of  action  pursuant  to  §  2.9.  Any  per¬ 
son  who  wishes  to  rely  upon  data,  in¬ 
formation,  or  views  not  included  in  the 
administrative  record  shall  submit  it  to 
the  Commissioner  with  a  new  petiticm  to 
modify  the  final  regulation. 

(i)  The  Hearing  Cderk  shall  main¬ 
tain  a  chronological  list  of  all  regulations 
proposed  and  promulgated  pursuant  to 
this  section  and  §  2.12,  but  excluding 
regulations  resulting  from  petitions  filed 
and  assigned  a  docket  number  pursuant 
to  §  2.7,  showing: 

(1)  The  docket  number,  which  in  the 
case  of  a  petition  submitted  directly  to  a 
bureau  shall  be  the  number  or  other 
designation  assigned  by  the  bureau,  e.g., 
the  number  assigned  to  a  food  adffitive 
petition. 

(2)  The  name  of  the  petitioner,  if  any. 

(3)  The  subject  matter  involved. 

§  2.11  Court  review  of  final  administra¬ 
tive  action;  exhaustion  of  adminis¬ 
trative  remedies. 

(a)  The  provisions  of  this  section 
shall  apply  to  court  review  of  any  final 
administrative  action  taken  by  the  Com¬ 
missioner,  including  action  taken  pur¬ 
suant  to  §§2.6  through  2.10  and 
§  2.500(b),  except  action  subject  to  the 
provisions  of  §  2.12  and  Subpart  B  of  this 
Part. 

(b)  Any  request  that  the  Commis¬ 
sioner  take  or  refrain  from  taking  any 
form  of  administrative  action  shall  first 
be  the  subject  of  a  final  administrative 
decision  based  upon  a  petition  submitted 
to  the  Commissioner  pursuant  to 
§  2.6(a)  or,  where  applicable,  a  hearing 
pursuant  to  §  2.500(b)  of  this  Part  before 
any  legal  action  filed  in  a  court  com¬ 
plaining  of  the  Commissioner’s  action 
or  failure  to  act.  If  any  court  action  is 
filed  complaining  of  the  Commissioner’s 
action  or  failure  to  act  prior  to  the  sub¬ 
mission  of  and  decision  on  a  petition 
pursuant  to  §  2.6(a)  or,  where  applicable, 
a  hearing  pursuant  to  §  2.500(b)  of 
this  Part,  the  CTommissloner  will  request 
dismissal  of  such  court  action  or  referral 
to  the  agency  for  an  initial  administra¬ 
tive  determination  on  the  grounds 


of  a  failure  to  exhaust  the  administra¬ 
tive  remedies  provided  in  this  Part,  the 
lack  of  final  agency  action  as  requir^  by 
5  U.S.C.  701  et  seq.,  and  the  lack  of  an 
actual  controversy  as  required  by  28 
UB.C.  2201. 

(c)  Any  request  that  any  form  of  ad¬ 
ministrative  action  be  stayed  shall  first 
be  the  subject  of  an  administrative  deci¬ 
sion  based  upon  a  petition  for  stay  of 
action  submitted  to  the  Commissioner 
pursuant  to  §  2.9  before  any  request  is 
made  that  a  court  stay  such  action.  If 
any  court  action  is  filed  requesting  a  stay 
of  any  administrative  action  taken 
by  the  Commissioner  prior  to  the  Com¬ 
missioner’s  decision  on  a  petition  sub¬ 
mitted  in  a  timely  manner  pursuant  to 
§  2.9,  the  Commissioner  will  request  dis¬ 
missal  of  such  court  action  or  referral 
to  the  agency  for  an  initial  administra¬ 
tive  determination  on  the  grounds  of 
a  failure  to  exhaust  the  administrative 
remedies  provided  in  this  subpart,  the 
lack  of  final  agency  action  as  required  by 
5  U.S.C.  701  et  seq.,  and  the  lack  of  an 
actual  controversy  as  required  by  28 
U.S.C.  2201.  If  any  court  action  is  filed 
requesting  a  stay  of  any  administrative 
action  taken  by  the  Commissioner  after 
a  petition  for  a  stay  of  action  is  denied 
because  it  was  submitted  after  expira¬ 
tion  of  the  30-day  time  period  specified 
in  §  2.9,  or  after  the  time  for  submitting 
such  a  petition  has  expired,  the  Commis¬ 
sioner  will  request  dismissal  of  such 
com-t  action  on  the  ground  of  a  failure 
to  exhaust  the  administrative  remedies 
set  out  in  this  subi^rt. 

(d)  The  Commissioner’s  final  decision 
on  a  petition  submitted  pursuant  to 
§  2.6(a),  on  a  petition  for  reconsidera¬ 
tion  submitted  pursuant  to  §  2.8,  on  a 
petition  for  stay  of  action  submitted 
pursuant  to  §  2.9,  or  on  any  matter  in¬ 
volving  administrative  action  which  is 
the  subject  of  an  opportunity  for  a  hear¬ 
ing  pursuant  to  §  2.500(b),  each  consti¬ 
tutes  final  agency  action  reviewable  in 
the  courts  pursuant  to  5  U.S.C.  701  et 
seq.  and,  where  appropriate,  28  U.S.C. 
2201. 

(1)  It  is  the  position  of  the  Food  and 
Drug  Administration  except  as  otherwise 
provided  in  subparagraph  (2)  of  this 
paragraph,  that: 

(1)  Any  such  final  agency  action  ex¬ 
hausts  all  administrative  remedies  and 
is  ripe  for  preenforcement  judicial  re¬ 
view  as  of  the  date  of  such  final  decision, 
unless  applicable  law  explicitly  requires 
that  the  petitioner  take  further  action 
before  Judicial  review  is  available. 

(il)  Any  Interested  person  is  affected 
by,  and  thus  has  standing  to  obtain  judi¬ 
cial  review  of,  such  final  agency  action. 

(iii)  It  is  not  appropriate  to  move  to 
dismiss  a  suit  for  preenforcement  judi¬ 
cial  review  of  such  final  agency  action 
on  the  ground  that  indisp>ensable  parties 
are  not  joined  or  that  it  is  an  imcon- 
sented  suit  against  the  United  States  if 
such  defect  could  be  cured  by  amending 
the  complaint. 

(2)  1710  Commissioner  will  object  to 
judicial  review  of  any  matter  if: 

(i)  The  matter  is  committed  by  law  to 
the  discretion  of  the  Commissioner,  e.g., 
a  decision  to  recommend  or  not  to  rec- 
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ommend  civil  or  criminal  enforcement 
action  under  sections  302,  303,  and  304  of 
the  act. 

(ii)  Review  is  not  sought  in  a  proper 
court. 

(e)  Any  interested  person  may  request 
judicial  review  of  any  final  decision  of 
the  Commissioner  in  the  courts  without 
first  petitioning  the  Commissioner  for  re¬ 
consideration  or  for  a  stay  of  action, 
except  that  in  accordance  with  para¬ 
graph  (c)  of  this  section  such  F>erson 
shall  request  a  stay  by  the  Commissioner 
pursuant  to  §  2.9  before  he  may  request 
a  stay  by  the  court. 

(f)  The  Commissioner  will  take  tlie 
position  in  any  action  for  judicial  review 
under  5  U.S.C.  701  et  seq.,  whether  or  not 
it  includes  a  request  for  a  declaratory 
judgment  under  28  U.S.C.  2201,  or  in  any 
other  case  in  which  the  validity  of  ad¬ 
ministrative  action  is  properly  chal¬ 
lenged,  that  the  validity  of  the  action 
shall  be  determined  solely  on  the  basis  of 
the  administrative  record  specified  in 
§§2.7(i),  2.8(k),  2.9(h).  2.10(g),  and 
2.513(a),  or  the  administrative  record 
applicable  with  respect  to  any  decision 
or  action  under  the  regulations  refer¬ 
enced  in  §  2.500(b),  and  that  additional 
data,  information,  or  views  may  not  be 
considered.  Any  interested  person  who 
wishes  to  rely  upon  data,  information, 
or  views  not  included  in  the  administra¬ 
tive  record  shall  submit  it  to  the  Com¬ 
missioner  with  a  new  petition  to  modify 
the  action  pursuant  to  §  2.6(a). 

(g)  The  Commissioner  requests  that 
all  petitions  for  judicial  review  of  a  par¬ 
ticular  matter  be  filed  in  a  single  United 
States  district  court.  If  such  petitions  are 
filed  in  more  than  one  jurisdiction,  the 
Commissioner  shall  take  appropriate  ac¬ 
tion  to  prevent  a  multiplicity  of  suits  in 
various  jurisdictions,  such  as: 

(1)  A  request  for  transfer  of  one  or 
more  suits  to  consolidate  separate  ac¬ 
tions,  pursuant  to  28  U.S.C.  1404(a)  or 
28  U.S.C.  2112(a). 

(2)  A  request  that  actions  in  all  but 
one  jurisdiction  be  stayed  pending  the 
conclusion  of  one  proceeding. 

(3)  A  request  that  all  but  one  action 
be  dismissed  pending  the  conclusion  of 
one  proceeding,  with  the  suggestion  that 
the  other  plaintiffs  intervene  in  that  one 
suit. 

(4)  A  request  that  one  of  the  suits  be 
maintained  as  a  class  action  in  behalf 
of  all  affected  persons. 

(h)  Upon  judicial  review  of  adminis¬ 
trative  action  pursuant  to  this  section: 

(1)  If  a  court  determines  that  the  ad¬ 
ministrative  record  is  inadequate  to  sup¬ 
port  the  action,  the  Commissioner  shall 
determine  whether  he  wishes  to  pro¬ 
ceed  with  such  action. 

(i)  If  the  Commissioner  concludes 
that  such  action  should  be  pursued,  he 
shall  either  request  that  the  court  re¬ 
mand  the  matter  to  the  agency  to  reopen 
the  administrative  proceeding  and  rec¬ 
ord,  or  on  his  own  initiative  reopen  the 
administrative  proceeding  and  record 
upon  receipt  of  the  court  determination. 
Any  such  reopened  administrative  pro¬ 
ceeding  shaU  be  conducted  pursuant  to 


the  provisions  of  this  part  and  in  accord¬ 
ance  with  any  directions  of  the  court. 

(ii)  If  the  Commissioner  concludes 
that  the  public  interest  requires  that  the 
action  remain  in  effect  pending  further 
administrative  proceedings,  he  shall  re¬ 
quest  that  the  court  not  stay  the  matter 
in  the  interim  and  shall  expedite  the 
further  administrative  proceedings. 

(2)  If  a  court  determines  that  the  ad¬ 
ministrative  record  is  adequate,  but  the 
rationale  for  the  action  requires  further 
elucidation: 

(i)  Tlie  Commissioner  shall  request 
either  that  such  further  explanation  be 
provided  in  writing  directly  to  the  court 
without  further  administrative  proceed- 
ing.s,  or  that  the  administrative  proceed¬ 
ing  be  reopened  pursuant  to  paragraph 
(h)  (1)  (i)  of  this  section. 

(ii)  If  he  concludes  that  the  public  in¬ 
terest  requires  that  the  action  remain  in 
effect  pending  further  court  or  adminis¬ 
trative  proceedings,  he  shall  request  that 
the  court  not  stay  the  matter  in  the  in¬ 
terim  and  shall  expedite  such  further 
proceedings. 

§2.12  Prom  ul  gut  ion  of  rogulutions  nnd 
orders  after  an  opportunity  for  a 
formal  evidentiary  public  hearing. 

(a)  The  Commissioner  shall  promul¬ 
gate  regulations  and  orders  after  an  op¬ 
portunity  for  a  formal  evidentiary  public 
hearing,  in  accordance  with  the  proce¬ 
dures  established  in  Subpart  B  of  this 
Part,  whenever  all  of  the  following  apply : 

(1)  The  subject  matter  of  the  regula¬ 
tion  or  order  involved  is  subject  by  stat¬ 
ute  to  an  opportunity  for  a  formal  evi¬ 
dentiary  public  hearing. 

(2)  The  person  requesting  such  a 
hearing  has  a  right  to  an  opportunity  for 
a  hearing  and  submits  adequate  justifi¬ 
cation  for  such  a  hearing  as  required  by 
§§2.110  through  2.115  and  other  appli¬ 
cable  provisions  in  this  chapter,  e.g., 
§§  314.200,  430.20(b),  514.200,  and  601.7 
(a). 

(b)  The  Commissioner  may  order  a 
formal  evidentiary  public  hearing  on  any 
matter  whenever  he  determines,  in  his 
discretion,  that  it  would  be  in  the  pub¬ 
lic  interest  to  do  so. 

(c)  The  statutory  provisions  which 
permit  a  person  who  would  be  adversely 
affected  by  administrative  action  an  op¬ 
portunity  for  a  formal  evidentiary  public 
hearing  are  as  follows : 

(1)  Section  401  of  the  act  relating  to 
definitions  and  standards  for  food. 

(2)  Section  403(j)  of  the  act  relating 
to  regulations  for  labeling  of  foods  for 
si>ecial  dietary  uses. 

(3)  Section  404(a)  of  the  act  relating 
to  regulations  providing  for  emergency 
permit  control. 

(4)  Section  406  of  the  act  relating  to 
tolerances  for  poisonous  substances  in 
food. 

(5)  Section  409  (c) ,  (d) ,  and  (h)  of  the 
act  relating  to  food  additive  regulations. 

(6)  Section  501(b)  of  the  act  relating 
to  tests  or  methods  of  assay  for  drugs 
described  in  official  compenffia. 

(7)  Section  502(d)  of  the  act  relating 
to  regulations  designating  habit-forming 
drugs. 


(8)  Section  502(h)  of  the  act  relating 
to  regulations  designating  requirements 
for  drug  liable  to  deterioration. 

(9)  Section  502 (n)  of  the  act  relating 
to  prescription  drug  advertising  regula¬ 
tions. 

(10)  Section  506(c)  of  the  act  relating 
to  insulin  regulations. 

(11)  Section  507(f)  of  the  act  relating 
to  regulations  for  antibiotic  drug  certi¬ 
fication. 

(12)  Section  512(n)(5)  of  the  act  re¬ 
lating  to  regulations  for  animal  antibiot¬ 
ic  drugs  and  certification  requirements. 

(13)  Section  706  (b)  and  (c)  of  the  act 
relating  to  regulations  for  color  additives 
listing  and  certification. 

(14)  Section  4(a)  of  the  Fair  Packag¬ 
ing  and  Labeling  Act  relating  to  food, 
drug,  device,  and  cosmetic  labeling. 

(15)  Section  5(c)  of  the  Pair  Packag¬ 
ing  and  Labeling  Act  relating  to  addi¬ 
tional  economic  regiilations  for  food, 
drugs,  devices,  and  cosmetics. 

(16)  Section  505  (d)  and  (e)  of  the 
act  relating  to  new  drug  applications. 

(17)  Section  512  (d),  (e),  (m)  (3),  and 
(m)(4)  of  the  act  relating  to  new  ani¬ 
mal  drug  applications. 

(18)  Section  351(a)  of  the  Public 
Health  Service  Act  relating  to  plant  and 
product  licenses  for  a  biologic. 

§2.13  Separation  of  functions;  ex  parte 
comniunications. 

(a)  The  provisions  of  this  section  shall 
apply  with  respect  to  any  matter  which 
is  subject  by  statute  to  an  opportunity 
for  a  formal  evidentiary  public  hearing, 
as  listed  in  §  2.12(c) ,  and  any  matter  sub¬ 
ject  to  a  public  hearing  before  a  Public 
Board  of  Inquiry  pursuant  to  Subpart  C 
of  this  Part. 

(b)  In  the  case  of  any  matter  listed  in 
§  2.12(c)  (1)  through  (10)  and  (12) 
through  (15) : 

(1)  Any  interested  person  may  meet 
or  correspond  with  any  representative  of 
the  Food  and  Drug  Administration  with 
respect  to  any  such  matter  prior  to  pub¬ 
lication  in  the  Federal  Register  of  a 
notice  announcing  a  formal  evidentiary 
public  hearing  or  a  public  hearing  before 
a  Public  Board  of  Inquiry  on  the  matter. 
The  provisions  of  §  2.15  shall  apply  to 
such  meetings  and  correspondence. 

(2)  Upon  publication  in  the  Federal 
Register  of  a  notice  announcing  a  for¬ 
mal  evidentiary  public  hearing  or  a  pub¬ 
lic  hearing  before  a  Public  Board  of  In¬ 
quiry,  the  following  separation  of  func¬ 
tions  shall  apply: 

(i)  The  bureau  responsible  for  the 
matter  involved  in  the  hearing  shall,  as  a 
party  to  the  hearing,  be  responsible  for 
all  investigative  fimctions  and  for  pres¬ 
entation  of  the  position  of  the  bureau 
at  the  hearing  and  in  any  pleading  or 
oral  argument  before  the  Commissioner. 
Representatives  of  the  bureau  shall  not 
participate  or  advise  in  any  decision  ex¬ 
cept  as  witness  or  counsel  in  public  pro- 
ce^ngs.  There  shall  be  no  other  com¬ 
munication  between  representatives  of 
the  bureau  and  representatives  of  the 
office  of  the  Commissioner  with  respect 
to  the  matter  involved  in  the  hearing 
prior  to  the  decision  of  the  Commis- 


FEOERAL  REGISTER,  VOL.  40,  NO.  102— TUESDAY,  MAY  27,  1975 


22994 

sioner.  All  members  of  the  Food  and 
Drug  Administration  other  than  repre¬ 
sentatives  of  the  involved  bureau  ^all 
be  available  to  advise  and  participate 
with  the  office  of  the  Commissioner  in 
its  functions  relating  to  the  hearing  and 
the  final  decision. 

(il)  The  Chief  Counsel  for  the  Pood 
and  Drug  Administration  shall  designate 
those  members  of  his  office  who  shall 
advise  and  participate  with  the  bureau 
in  its  fimctions  in  the  hearing.  The  mem¬ 
bers  of  the  office  of  General  Counsel  so 
designated  shall  not  participate  or  advise 
in  any  decision  except  as  counsel  in  pub¬ 
lic  procedings.  Such  designation  shall  be 
In  the  form  of  a  mci. '.orandum  filed  with 
the  Hearing  Clerk  and  made  a  part  of  the 
administrative  record  in  the  proceeding. 
There  shall  be  no  other  communication 
between  those  members  of  the  office  of 
General  Counsel  so  designated  and  any 
other  perscms  in  the  office  of  General 
Coimsel  or  in  the  Food  and  Dnig  Admin¬ 
istration  except  the  members  of  the  in¬ 
volved  bureau  with  respect  to  the  matter 
involved  in  the  hearing,  prior  to  the  de¬ 
cision  of  the  Commissioner.  All  m^bers 
of  the  office  of  General  Counsel  other 
than  those  so  designated  shall  be  avail¬ 
able  to  advise  and  participate  with  the 
office  of  the  Commissioner  in  its  func¬ 
tions  relating  to  the  hearing  and  the 
final  decision.  The  Chief  Counsel  shall 
always  advise  and  participate  with  the 
office  of  the  Commissioner  in  its  func¬ 
tions  relating  to  the  hearing  and  the 
final  decision. 

(iii)  The  office  of  the  Commissioner 
shall  be  responsible  for  the  agency  re¬ 
view  of  and  final  decision  cm  the  matter, 
with  the  advice  and  participation  of  any¬ 
one  in  the  Food  and  Drug  Administratlcm 
other  ’than  representatives  of  the  In¬ 
volved  bureau  and  those  members  of  the 
office  of  General  Counsel  who  have  been 
designated  to  assist  in  the  bureau’s  fimc¬ 
tions  relating  to  the  hearing. 

(c)  In  the  case  of  any  matter  listed 
in  §  2.12(c)  (11)  and  (16)  through  (18), 
the  specific  provisions  relating  to  separa¬ 
tion  of  functions  set  forth  in  iS  314.200 
(f),  430.20(b)(9),  514.200,  and  601.7(a) 
of  this  chapter  shall  be  applicable  prior 
to  publication  In  the  Federal  Register 
of  a  notice  announcing  a  formal  eviden¬ 
tiary  public  hearing  or  a  public  hearing 
before  a  Public  Board  of  Inquiry.  Upon 
publication  of  any  such  notice  the  rules 
in  paragraph  (b)  (2)  of  this  section  shall 
apply. 

(d)  Between  the  date  that  separation 
of  functions  implies  pursuant  to  para¬ 
graph  (b)  or  (c)  of  this  section  and  the 
date  of  the  Commlsloner’s  decision  on  the 
matter,  communication  with  respect  to 
the  matter  involved  in  the  hearing  shall 
be  restricted  as  fidlows: 

(1)  No  person  shall  have  any  ex  parte 
communication,  orally  or  in  writing,  with 
the  presiding  officer  or  any  person  repre¬ 
senting  the  office  of  the  Ck>mmlssioner 
with  re^Dect  to  the  matter  Involved  in  the 
hearing.  AH  such  communications  shall 
be  public  communications,  as  witness  or 
counsel,  in  accordance  with  the  appli¬ 
cable  provisions  of  this  Part. 
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(2)  Any  participant  in  the  hearing  may 
submit  a  written  communication  to  the 
office  of  the  Commissioner  with  respect 
to  a  proposal  for  settlement.  Such  writ¬ 
ten  communications  shall  be  in  the  form 
of  pleadings  and  shall  be  served  on  all 
other  participants  and  filed  with  the 
Hearing  Clerk  in  the  same  manner  as 
any  other  pleading. 

(3)  Any  written  communication  con¬ 
trary  to  this  section  shall  immediately 
be  filed  with  the  Hearing  Clerk,  and  any 
oral  communication  contrary  to  this  sec¬ 
tion  shall  immediately  be  recorded  in  a 
written  memorandum  and  filed  with  the 
Hearing  Clerk,  as  a  part  of  the  admin¬ 
istrative  record  of  the  proceeding.  Any 
person,  including  any  representative  of 
any  participant  in  the  hearing,  who  is 
involved  in  any  such  oral  communica¬ 
tion  shall  be  made  available  for  cross- 
examination  during  the  hearing  with  re¬ 
spect  to  the  substance  of  that  conversa¬ 
tion.  Rebuttal  testimony  pertinent  to  any 
such  written  or  oral  communication  shall 
be  permitted.  Any  -  cross-examination 
and  rebuttal  testimony  shall  be  tran¬ 
scribed  and  filed  in  the  administrative 
record  of  the  proceeding. 

§  2.14  Referral  by  court. 

(a)  The  provisions  of  this«ection  shall 
apply  whenever  any  Federal,  State,  or 
local  court  holds  in  abeyance,  or  refers 
to  the  Commissioner,  any  matter  for  an 
initial  administrative  determination  pur¬ 
suant  to  S  2.6(c)  or  S  2.11(b). 

(b)  The  Commissioner  shall  promptly 
agree  or  decline  to  accept  such  referral. 
Whenever  feasible  in  light  of  agency 
priorities  and  resources,  the  Commis¬ 
sioner  shall  egree  to  accept  any  such 
referral  and  shall  institute  a  proceeding 
to  determine  the  matter  so  referred. 

(c)  In  reviewing  such  a  matter,  the 
Commissioner  may,  in  his  discretion, 
utilize  any  of  the  following  procedures: 
and  correspondence  pursuant  to  9  2.15. 

(1)  Conferences,  meetings,  discus¬ 
sions,  and  correspondence  pursuant  to 
§  2.15. 

(2)  A  formal  evidentiary  public  hear¬ 
ing  pursuant  to  Subpart  B  of  this  Part. 

(3)  A  hearing  before  a  Public  Board  of 
Inquiry  pursuant  to  Subpart  C  of  this 
Part. 

(4)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Sub¬ 
part  D  of  this  Part. 

(5)  A  public  hearing  before  the  Com¬ 
missioner  pursuant  to  Subpart  E  of  this 
Part. 

(6)  A  regulatory  hearing  before  the 
Food  and  Drug  Administration  pursuant 
to  Subpart  F  of  this  Part. 

(7)  A  notice  published  in  the  Federal 
Register  requesting  data.  Information, 
and  views  before  the  Commissioner 
makes  his  decision  on  it. 

(8)  Any  other  specific  public  proce¬ 
dure  established  by  the  provisions  in 
other  sections  of  this  chapter  and  explic¬ 
itly  made  applicable  to  the  matter  by 
those  provisions. 

(d)  If  the  Commissioner’s  review  of 
the  matter  results  in  the  proposal  of  a 
regulation,  the  provisions  of  9  2.10  or 
I  2.12  shall  also  apply. 


§2.15  Meetings  and  correspondence. 

(a)  In  addition  to  the  public  hearings 
and  proceedings  established  by  the  pro¬ 
visions  of  this  Part  and  in  other  sections 
of  this  chapter,  meetings  may  be  held 
and  oorrespcmdence  may  be  exchanged 
between  representatives  of  the  Pood  and 
Drug  Administration  and  any  Interested 
person  outside  the  Pood  and  Drug  Ad¬ 
ministration  with  respect  to  any  matter  j 
within  the  jurisdiction  of  the  laws  ad-  j 
ministered  by  the  Commissioner.  Action  ^ 
with  respect  to  such  meetings  and  cor-  i 
respondence  does  not  constitute  final  ad¬ 
ministrative  action  which  is  subject  to 
judicial  review  pursuant  to  9  2.11. 

(b)  The  Commissioner  may  conclude,  ' 
in  his  discretion,  that  it  would  be  in  the 
public  int^est  to  hold  an  open  public 
meeting  to  discuss  a  matter  (or  class  of 
matters)  pending  before  the  Pood  and 
Drug  Administration,  at  which  any  in¬ 
terested  person  may  participate. 

(1)  The  Commissioner  shall  give  pub-  { 
lie  notice  through  the  public  calendar 
described  in  9  2.21(b)  of  the  time  and  I 
pdace  of  the  meeting  and  of  the  matters 

to  be  discussed,  and  may  also  publish  { 
such  notice  in  the  Federal  Register.  | 

(2)  The  meeting  shall  be  conducted  in-  ; 
formally,  i.e.,  any  interested  person  may 
attend  and  participate  fully  in  the  dis¬ 
cussion  without  giving  prior  notice  to  the 
agency  or  requesting  time  to  make  a  pre¬ 
sentation. 

(3)  No  transcript  or  recording  of  any 
such  meeting  shall  be  required.  A  writ¬ 
ten  memorandum  summsuizing  the  sub¬ 
stance  of  the  meeting  shall  be  prepared 
by  a  representative  of  the  Pood  and  Drug 
Administration. 

(c)  Any  meeting  with  any  person  out¬ 
side  the  Departmmt,  including  any  per¬ 
son  in  the  Executive  or  Legislative 
Branch  of  the  Federal  Government,  re¬ 
lating  to  a  pending  court  case,  adminis¬ 
trative  hearing,  or  other  regulatory  ac¬ 
tion  or  decision,  which  Involves  more 
than  a  bri^  description  of  the  matter 
shall  be  summarized  in  a  written  memo¬ 
randum  which  shall  be  filed  in  the  ad¬ 
ministrative  file  on  the  matter. 

(d)  Every  person  outside  the  Federal 
Government  has  a  right  to  request  and 
obtain  a  private  meeting  with  a  repre¬ 
sentative  of  the  Pood  and  Drug  Adminis¬ 
tration  in  agency  offices  to  discuss  any 
matter  in  which  he  is  interested. 

( 1 )  The  person  requesting  such  a  meet¬ 
ing  may  be  accomps^ed  by  a  reasonable 
number  of  employees,  consultants,  or 
other  persons  with  whom  he  has  a  com¬ 
mercial  arrangement  within  the  mean¬ 
ing  of  9  4.81(a)  of  this  chiqiter.  Neither 
the  Food  and  Drug  Administration  nor 
any  other  person  may  require  the  at¬ 
tendance  of  any  person  who  is  not  an 
employee  of  the  Executive  Branch  of  the 
Federal  Government  without  the  agree¬ 
ment  of  the  person  requesting  the  meet¬ 
ing.  Any  person  may  attend  by  mutual 
consent  of  the  person  requesting  the 
meeting  and  the  Food  and  Drug  Admin¬ 
istration. 

(2)  The  Food  and  Drug  Administra¬ 
tion  shall  determine  which  representa¬ 
tives  of  the  Food  and  Drug  Administra¬ 
tion  shall  attend  the  meeting.  The  person 
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requesting  the  meeting  may  request  but 
not  require  or  preclude  the  attendance 
of  any  specific  Pood  and  Drug  Adminis¬ 
tration  employee, 

(3)  Whenever  appropriate  (e.g.,  the 
meeting  involved  a  matter  covered  by 
paragraph  (c)  of  this  section  or  any 
other  important  matter,  a  decision  on  an 
issue,  or  statements  or  advice  or  conclu¬ 
sions  to  which  future  reference  may  be 
required  as  part  of  an  administrative 
record),  a  written  memorandum  sum¬ 
marizing  the  substance  of  the  meeting 
shall  be  prepared  by  a  representative  of 
the  Food  and  Drug  Administration. 

(4)  Any  person  who  wishes  to  attend 
a  specific  private  meeting,  but  who  is  not 
permitted  to  attend  because  the  person 
requesting  the  meeting  or  the  Pood  and 
Drug  Administration  does  not  grant  per¬ 
mission  for  such  attendance,  or  because 
it  is  conducted  by  telephone,  may  request 
and  obtain  a  separate  meeting  with  the 
Food  and  Drug  Administration  to  discuss 
the  same  matter  or  any  additional 
niatter. 

(e)  Pood  and  Drug  Administration 
employees  have  a  responsibility  to  meet 
with  all  segments  of  the  public  in  order 
to  promote  the  objectives  of  the  act  and 
the  agency.  In  pursuing  this  responsibil¬ 
ity  the  following  general  policy  shall 
apply  where  agency  employees  are  in¬ 
vited  by  persons  outside  the  Federal  Gov¬ 
ernment  to  attend  or  participate  in 
meetings  outside  agency  offices  as  repre¬ 
sentatives  of  the  agency. 

(1)  A  person  outside  the  Executive 
Branch  of  the  Federal  Government  may 
invite  an  agency  representative  to  attend 
or  participate  in  a  meeting  outside 
agency  offices.  The  agency  representa¬ 
tive  is  not  obligated  to  attend  or  par¬ 
ticipate  in  any  such  meeting,  but  may  do 
so  where  he  ccmcludes  that  it  is  in  the 
public  interest  and  will  promote  the  ob¬ 
jectives  of  the  act  and  the  agency. 

(2)  An  agency  representative  may  re¬ 
quest  that  any  such  meeting  be  an  open 
meeting  when  he  concludes  that  this 
would  be  in  the  public  interest.  The 
agency  representative  may  agree  to  de¬ 
cline  to  participate  in  any  such  meeting 
which  is  held  as  a  private  meeting,  de¬ 
pending  upon  which  action  he  concludes 
will  best  serve  the  public  interest. 

(3)  An  agency  representative  shall  not 
knowingly  participate  in  any  meeting 
wliich  is  closed  on  the  basis  of  sex,  race, 
or  religion. 

(4)  Any  such  meeting,  whether  open  or 
closed,  shall  be  subject  to  the  require¬ 
ments  of  paragraph  (d)  (3)  of  this  sec¬ 
tion  with  respect  to  memoranda  sum¬ 
marizing  the  substance  of  the  meeting. 

(f)  Representatives  of  the  Food  and 
Drug  Administration  may  initiate  a 
meeting  or  correspondence  with  any  per¬ 
son  outside  the  F^eral  Government  with 
respect  to  any  matter  relating  to  the 
laws  administered  by  the  Commissioner. 

(1)  Any  meeting  initiated  by  the  Food 
and  Drug  Administration  which  Involves 
a  small  niunber  of  Interested  persons, 
e.g.,  a  meeting  with  a  petitioner  or  with 
two  manufacturers  of  a  particular  prod¬ 
uct  which  requires  additional  testirig  or 
with  a  trade  association  employee  to  dis¬ 


cuss  an  industry  labeling  problem,  may 
be  a  private  meeting.  Any  meeting  ini¬ 
tiated  by  the  Food  and  Drug  Adminis¬ 
tration  which  involves  a  large  number  of 
interested  persons,  e.g.,  10  manufacturers 
of  an  ingredient  to  discuss  appropriate 
testing  or  labeling,  shall  be  held  as  an 
oi>en  conference  or  meeting  pursuant  to 
paragraph  (b)  of -this  section. 

(2)  l^enever  appropriate  (e.g.,  the 
meeting  involved  a  matter  covered  by 
paragraph  (c)  of  this  section  or  any 
other  important  matter,  a  decision  on  an 
issue,  or  statements  or  advice  or  conclu¬ 
sions  to  which  future  reference  may  be 
required  as  part  of  the  administrative 
record),  a  written  memorandiun  sum¬ 
marizing  the  substance  of  any  meeting 
shall  be  prepared  by  a  representative  of 
the  Food  and  Drug  Administration. 

(g)  Any  person  who  participates  in 
any  meeting  described  in  paragraphs  (b) 
through  (f)  of  this  section  may  prepare 
and  submit  to  the  Food  and  DiW  Ad¬ 
ministration  for  inclusion  in  the  admin¬ 
istrative  file  a  written  memorandum 
siunmarizing  the  substance  of  the 
meeting. 

(h)  All  memoranda  of  such  meetings 
prepared  by  a  representative  of  the  Food 
and  Drug  Administration  or  by  any  other 
person  and  all  correspondence  which  re¬ 
late  to  any  matter  pending  before  the 
agency  shall  promptly  be  filed  in  the  rele¬ 
vant  administrative  file  and  made  a  part 
of  the  administrative  record  of  the 
proceeding. 

(i)  Any  meeting  with  a  representative 
of  Congress  relating  to  a  pending  or  po¬ 
tential  investigation,  inquiry,  or  hearing 
by  a  congressional  committee  or  a  mem¬ 
ber  of  Congress  shall  be  summarized  in 
a  written  memorandum  which  shall  be 
forwarded  to  the  Food  and  Drug  Admin¬ 
istration,  Office  of  Legislative  Services. 
This  provision  shall  not  restrict  the  right 
of  any  agency  employee  to  participate  in, 
any  such  meeting. 

(j)  Any  meeting  of  an  advisory  com¬ 
mittee  shall  be  subject  to  the  require¬ 
ments  of  Subpart  D  of  this  Part. 

(k)  Pimsuant  to  42  U.S.C.  2631(a)  (8). 
a  log  or  summary  shall  be  made  of  all 
meetings  held  between  representatives  of 
the  Food  and  Drug  Administration  and 
representatives  of  industry  and  other  in¬ 
terested  parties  with  respect  to  imple¬ 
mentation  of ’the  Radiation  Control  for 
Health  and  Safety  Act  of  1968. 

§  2.16  Documentation  of  significant  de¬ 
cisions  in  administrative  file. 

(a)  The  provisions  of  this  section  shall 
apply  to  every  significant  Food  and  Drug 
Administration  decision  on  any  matter 
under  the  laws  administered  by  the  Com¬ 
missioner,  whether  it  is  raised  formally, 
e.g.,  by  a  petition,  or  informally,  e.g., 
by  correspondence. 

(b)  The  Food  and  Drug  Administra¬ 
tion  employees  responsible  for  handling 
any  matter  shall  be  responsible  for  as¬ 
suring  the  completeness  of  the  admin¬ 
istrative  file  relating  to  it.  Such  file: 

(l)  Shsill  contain  appropriate  docu¬ 
mentation  of  the  basis  for  the  decision, 
including  relevant  evaluations,  reviews, 
memoranda,  letters,  opinion  of  consult¬ 


ants,  minutes  of  meetings,  and  all  other 
written  documents  pertinent  to  the 
matter. 

(2)  Shall  contain  the  recommenda¬ 
tions  and  decisions  of  individual  em¬ 
ployees,  including  supervisory  person¬ 
nel,  responsible  for  handling  the  matter. 

(i)  Such  recommendations  and  deci¬ 
sions  shall  reveal  any  significant  con¬ 
troversies  or  differences  of  opinion  and 
their  resolution. 

(ii)  Any  agency  employee  working  on 
a  matter  shall  have  the  opportunity  to 
record  his  views  on  that  matter  in  a 
written  memorandum,  which  shall  be  in¬ 
cluded  in  the  file. 

(c)  All  written  dociunents  placed  in 
such  an  administrative  file: 

(1)  Shall  relate  to  the  factual,  scien¬ 
tific.  legal,  or  related  issues  \mder 
consideration. 

(2)  Shall  be  dated  and  signed  by  the 
author. 

(3)  Shall  be  directed  to  the  file,  to 
appropriate  supervisory  personnel,  and 
to  other  appropriate  employees,  and 
shall  show  all  persons  to  whom  copies 
were  sent. 

(4)  Shall  avoid  defamatory  language, 
intemperate  remarks,  imdocumented 
charges,  or  irrelevant  matters  (e.g.,  per¬ 
sonnel  complaints). 

(5)  Shall,  if  it  records  the  views,  anal¬ 
yses,  recommendations,  or  decisions  of 
any  agency  employee  in  addition  to  the 
author,  be  given  to  such  other  employees. 

(6)  Shall,  once  completed  <l.e.,  typed 
in  final  form,  dated,  and  signed) ,  not  be 
altered,  add^  to,  or  removed.  Subse¬ 
quent  additions  to,  or  revisions  of,  any 
such  document  shall  be  accomplished  by 
the  preparation  of  a  new  document. 

(d)  Memoranda  or  other  documents 
prepared  by  agency  employees  not  con¬ 
tained  in  the  administrative  file  shall 
have  no  status  or  effect. 

(e)  All  Food  and  Drug  Administra¬ 
tion  employees  working  on  a  matter  shall 
have  access  to  the  administrative  file 
on  that  matter,  as  appropriate  for  the 
conduct  of  their  work.  Reasonable  re¬ 
strictions  may  be  placed  upon  such  ac¬ 
cess  to  assure  the  proper  cataloging  and 
storage  of  documents,  the  availability 
of  the  file  to  others,  and  the  complete¬ 
ness  of  the  file  for  review. 

§2.17  Internal  agency  review  of  deci¬ 
sions. 

(a)  Any  decision  of  a  Food  and  Drug 
Administration  employee  other  than  the 
Commissioner  on  any  matter,  e.g.,  an 
informal  opinion  on  the  need  for  further 
animal  toxicology  tests  to  support  a  food 
additive  regulation  or  new  drug  applica¬ 
tion,  is  subject  to  review  by  the  employ¬ 
ee’s  supervisor  under  any  of  the  follow¬ 
ing  circumstances: 

(1)  At  the  request  of  the  employee. 

(2)  On  the  initiative  of  the  supervisor. 

(3)  At  the  request  of  any  interested 
person  outside  the  agency. 

(4)  As  required  by  duly  promulgated 
delegations  of  authority. 

(b)  Such  review  shall  be  accomplished 
by  consultation  between  the  employee 
and  the  supervisor  or  by  review  of  the 
administrative  file  on  the  matter,  or  both. 
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Such  review  shall  ordinarily  follow  the 
establii^ed  agency  channels  siiper- 
vision  or  review  for  that  matter. 

(c)  Any  Interested  person  outside  the 
agency  may  request  internal  agency  re¬ 
view  of  any  such  decision  through  the 
established  agency  channels  of  super¬ 
vision  or  review  for  that  matter.  Per¬ 
sonal  review  of  such  matters  by  bureau 
directors  or  the  office  of  the  C(xnmis- 
sioner  shall  take  place  for  any  of  the 
following  purposes: 

(1)  To  resolve  an  issue  which  cannot 
be  resolved  at  lower  levels  within  the 
agency: 

(1)  Between  two  parts  of  a  bureau  or 
other  component  of  the  agency,  or 

(ii)  Between  two  bureaus  or  other  com¬ 
ponents  of  the  agency,  or 

(ill)  Between  the  agency  and  an  in¬ 
terested  person  outside  the  agency. 

(2)  To  review  policy  matters  requiring 
the  attention  of  bureau  or  agency  man¬ 
agement. 

(3)  In  unusual  situations  requiring  an 
immediate  review  in  the  public  interest. 

f4)  As  required  by  duly  promulgated 
delegations  of  authority. 

(d)  Internal  agency  review  of  any  such 
decision  shall  be  based  upon  the  data 
and  lnformati<m  available  in  the  admln- 
istraUve  file.  In  the  event  that  any  in¬ 
terested  person  presents  new  data  or  in- 
formaticai  not  contained  in  such  file,  the 
matter  shall  be  retured  to  the  appropri¬ 
ate  lower  level  within  the  agency  for  a 
reevaluation  based  upon  such  new  infor¬ 
mation. 

§  2.18  Dimraiination  of  draft  Frdovl 
Register  notiees  and  regulations. 

<a)  Any  representative  of  the  Food 
and  Drug  Administration  may  discuss 
orally  or  in  writing  with  any  interested 
person  ideas  and  rec<xnmendatlons  for 
Federal  Register  notices  or  regulations. 
The  Food  and  Drug  Administration  wel¬ 
comes  assistance  in  developing  ideas  for. 
and  in  gathering  the  data  and  informa¬ 
tion  to  sujgwrt,  notices  and  regulations. 

(b)  Once  It  is  determined  that  a  pro¬ 
posed  notice  or  regulation  will  be  pre¬ 
pared,  the  general  concepts  may  be  dis¬ 
cussed  by  a  representative  of  the  Food 
and  Drug  Administration  with  any  inter¬ 
ested  person.  Details  of  a  draft  of  a  pro¬ 
posed  notice  or  regtUatlon  may  be  dis¬ 
cussed  with  any  person  outside  the  Exec¬ 
utive  Branch  of  the  Federal  Government 
only  with  the  specific  permission  of  the 
Commissioner.  A  draft  of  a  proposed  no¬ 
tice  or  regulation  or  its  preamble,  or  any 
portion  thereof,  may  be  furnished  to  an 
Interested  person  outside  the  Executive 
Branch  of  the  Federal  Government  only 
if  it  is  made  available  to  all  Interested 
persons  by  a  notice  published  in  the  Fed¬ 
eral  Register. 

(c)  After  publication  of  a  proposed 
regulation  in  the  Federal  Register,  and 
before  preparation  of  a  draft  of  the  final 
regulation,  a  representative  of  the  Food 
and  Drug  Administration  may  discuss 
the  proposal  with  any  Interested  person 
to  understand  and  resolve  questions 
raised  and  (xmcems  expressed  about  the 
proposal 


(d)  Details  of  a  draft  ot  a  final  notice 
or  regulation  may  be  discussed  with  any 
Interested  person  outside  the  Executive 
Branch  of  the  Federal  Government  only 
with  the  specific  permission  of  the  Com¬ 
missioner.  A  draft  of  a  final  notice  or  reg- 
ulatlcm  or  its  preamble,  or  any  portion 
thereof,  may  be  furnish^  to  an  interest¬ 
ed  person  outside  the  Executive  Branch 
of  the  Federal  Government  (mly  if  it  is 
made  available  to  all  interested  persons 
by  a  notice  published  in  the  Federal  Reg¬ 
ister.  except  as  otherwise  provided  in 
paragr£q>hs  (g)  and  (j)  of  this  section. 

(1)  The  final  notice  or  regulation  and 
its  preamble  shall  be  prepared  solely  on 
the  basis  of  the  administrative  record. 

(2)  If  any  additicmal  technical  infor¬ 
mation  frexn  a  person  outside  the  Exec¬ 
utive  Branch  of  the  Federal  government 
is  necessary  to  draft  the  final  notice  or 
regulation  or  its  preamble,  it  shall  be  re¬ 
quested  by  the  Food  and  Drug  Adminis¬ 
tration  in  general  terms  and  furnished 
directly  to  the  Hearing  Clerk  to  be  in¬ 
cluded  as  part  of  the  administrative  rec- 
ord. 

(3)  If  direct  discussion  by  the  Food 
and  Drug  Administration  of  a  draft  of  a 
final  notice  or  regulation  or  its  preamble 
is  required  with  a  person  outside  the  Ex¬ 
ecutive  Branch  of  the  Federal  Govern¬ 
ment,  iq>propriate  protective  iMOcedures 
will  be  undertaken  to  make  certain  that 
a  full  and  impartial  administrative  rec¬ 
ord  is  established.  Such  procedures  may 
Include: 

(1)  The  scheduling  of  an  open  public 
meeting  conducted  pursuant  to  i  2.15(b) 
at  i^(di  any  Interested  person  may  par¬ 
ticipate  in  review  of  and  (xmiment  on  the 
draft  document. 

(ii)  The  preparation  of  a  tentative 
final  regulation  or  tentative  revised  final 
regulation  pursuant  to  S  2.10(f)  (9),  on 
which  all  interested  persons  will  be  given 
an  additional  period  of  time  for  oral  and 
written  comment. 

(e)  After  a  final  regulation  is  pub¬ 
lished  in  the  Federal  Register,  a  repre¬ 
sentative  of  the  Food  and  Drug  Admin¬ 
istration  may  discuss  any  aspect  of  it 
with  any  Interested  person. 

(f)  In  addition  to  the  requirements 
of  this  section,  the  provisions  of  S  2.13 
shall  apply  to  the  promulgation  of  any 
regulation  subject  to  the  provisions  of 
§  2.12  and  Subpart  B  of  this  Part. 

(g)  A  draft  of  a  final  food  additive, 
color  additive,  or  new  animal  drug  regu¬ 
lation  or  a  proposed  or  final  antibiotic 
regulation  may  be  furnished  to  the  peti¬ 
tioner  for  comment  on  the  technical 
accuracy  of  such  regulation.  Every  meet¬ 
ing  with  a  petitioner  relating  to  such  a 
draft  shall  be  recorded  in  a  written 
memorandum,  and  all  such  memoranda 
and  correspondence  shall  be  filed  with 
the  Hearing  Clerk  as  part  of  the  ad¬ 
ministrative  record  of  the  regulation, 
pursuant  to  the  provlsfons  of  §  2.15. 

(h)  Pursuant  to  42  UJS.C.  263f,  the 
Commissioner  is  required  to  consult  with 
Interested  persons  in  the  development 
of,  and  with  the  Technical  Electronic 


Product  Radiation  Safety  Standards 
CTommittee  (TEPRSSC)  before  prescrib¬ 
ing.  any  performance  standard  for  an 
electronic  product.  Accordingly,  the 
Commissioner  shall  publish  in  the  Fed¬ 
eral  Register  an  announcement  when  a 
proposed  or  final  performance  standard, 
including  any  amendment  thereof,  is 
being  considered  for  an  electronic  prod¬ 
uct.  and  thereafter  any  draft  of  any 
such  document  shall  be  fumi^ed  to  any 
Interested  person  upon  request  and  may 
be  discussed  in  detail  with  any  interested 
person  at  any  time. 

(1)  The  provisions  of  S  2.15  shall  apply 
to  meetings  and  correspondence  relating 
to  draft  Federal  Register  notices  and 
regulations. 

(j)  The  provisions  of  this  section  re¬ 
stricting  discussion  and  disclosure  of 
draft  Federal  Register  notices  and  reg¬ 
ulations  shall  not  apply  to  those  situa¬ 
tions  covered  by  SS  4.83  through  4.89  of 
this  chapter. 

§  2.19  Advisory  opinions. 

(a)  Any  person  may  request  an  ad¬ 
visory  opinion  from  the  Commissioner 
with  respect  to  any  matter  of  general 
applicability  in  which  he  is  interested. 

(1)  Such  request  shall  be  granted 
whenever  feasible. 

(2)  Such  request  may  be  denied  if  any 
of  the  following  apply: 

(i)  The  request  contains  incomplete 
information  on  which  to  base  an  in¬ 
formed  advisory  opinion. 

(ii)  The  Commissioner  concludes  that 
an  advisory  <g)inion  cannot  reasonably 
be  given  on  the  matter  involved. 

(ill)  The  matter  is  adequately  covered 
by  a  prior  advisory  opinion  or  a  regu¬ 
lation. 

(iv)  The  request  covers  a  particular 
product  or  Ingredient  or  label  and  does 
not  raise  a  policy  issue  of  broad  appli¬ 
cability. 

(V)  The  Commissioner  otherwise  con¬ 
cludes.  in  his  discretion,  that  an  advisory 
opinion  would  not  be  in  the  public 
Interest 

(b)  A  request  for  an  advisory  opinion 
shall  be  submitted  in  accordance  with 
S  2.5,  shall  be  subject  to  the  provisions 
of  i  2.7(e)  through  (1),  and  shall  be  in 
the  following  form: 


■  (Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion.  Department  of  Health,  Education, 

and  Welfare,  Rm.  4-46,  6600  Fishers  Lane, 

BockvUle,  14D  20862 

Rxqxtest  voa  Aovisort  Opinion 

The  undersigned  submits  this  request  for 
an  advisory  opinion  of  the  Ccunmissloner  of 

Food  and  Drugs  with  respect  to _ 

(the  general  nature  of  the  matter  Involved). 

A.  Issues  Involved. 

(A  concise  statement  of  the  Issues  and 
questions  on  which  an  (pinion  Is  requested.) 

B.  Statement  of  Facts  and  Law. 

(A  full  statement  of  all  facts  and  legal 
points  relevant  to  the  request.) 

The  imderslgned  certifies  that,  to  the  best 
of  his  knowledge  and  belief,  this  request  In¬ 
cludes  all  data,  Infwmatlon,  and  views  r^e- 
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vant  to  the  matter,  whether  favorable  or  un¬ 
favorable  to  the  position  of  the  undersigned, 
which  Is  the  subject  of  the  request. 

Very  truly  yours, 


(Signature) 


(Person  making 
request) 


(Mailing  address) 


(Telephone  number) 

(c)  The  Ccknmissioner  may.  In  his  dis¬ 
cretion,  hanme  any  oral  or  written  re¬ 
quest  to  the  agency  as  a  request  for  an 
advisory  opinion.  In  which  case  the  re¬ 
quest  shall  be  filed  with  the  Hearing 
Clerk  and  shall  be  subject  to  the  provi¬ 
sions  of  this  section. 

(d)  Any  statement  of  policy  or  inter¬ 
pretation  made  in  any  of  the  following 
documents  shall  constitute  an  advisory 
opinion: 

(1)  Any  portion  of  a  Federal  Register 
notice  other  than  a  proposed  or  final 
regulation,  e.g.,  a  notice  to  manufac¬ 
turers  or  a  preamble  to  a  proposed  or 
final  regulation. 

(2)  Trade  Correspondence  (TC)  Nos. 
1-431  and  1A-8A  issued  by  the  Pood  and 
Drug  Administration  between  1938  and 
1946. 

(3)  Compliance  Policy  Guides  issued 
by  the  Food  and  Drug  Administration 
beginning  in  1968  and  codified  in  the 
Comjdiance  Policy  Guides  manual. 

(4)  Other  documents  specifically  iden¬ 
tified  as  advisory  opinions,  e.g.,  advisory 
opinions  on  the  performance  standard 
for  diagnostic  x-ray  systems,  issued  prior 
to  July  1,  1975,  and  filed  In  a  permanent 
public  file  for  such  prior  advisory  {H>ln- 
lons  maintained  in  the  Public  Records 
and  Documents  Center. 

(5)  Guidelines  issued  by  the  Pood  and 
Drug  Administration  pursuant  to  S  2.20 
(b). 

(e)  An  advisory  opinion  represents  the 
formal  position  of  the  Food  and  Drug 
Administration  on  the  matter  involved, 
and  except  as  provided  in  paragraph  (f) 
of  this  section  obligates  the  agency  to  fol¬ 
low  it  imtil  it  is  amended  or  revoked.  The 
Commissioner  shall  not  recommend  legal 
action  against  any  person  or  product 
with  respect  to  any  action  taken  in  con¬ 
formity  with  an  advisory  opinion  which 
has  not  been  amended  or  revoked. 

(f)  In  unusual  situations  involving  an 
immediate  and  significant  danger  to 
health,  the  Commissioner  may  take  ap¬ 
propriate  civil  enforcement  action  con¬ 
trary  to  an  advisory  opinion  issued  pur¬ 
suant  to  this  section  prior  to  amending 
or  revoking  such  advisory  opinion  as  pro¬ 
vided  in  paragraph  (g)  of  this  section. 
Such  action  shall  be  taken  only  with  the 
approval  of  the  Commissioner,  which 
may  not  be  delegated.  Appropriate 
amendment  or  revocation  of  the  advisory 
opinion  Involved  shall  be  expedited. 

(g)  An  advisory  opinion  may  be 
amended  or  revoked  at  any  time  after  It 
haa  been  Issued.  Notice  of  such  amend¬ 
ment  or  revocation  shall  be  given  In  the 
same  manner  In  which  notice  was  orig¬ 


inally  given  of  the  advisory  opinion  or 
in  the  Fedbbal  Register,  and  in  any 
event  shall  be  placed  on  public  display 
as  part  of  the  file  on  the  matter  in  the 
office  of  the  Hearing  Clerk. 

(h)  Action  undertaken  or  completed 
in  conformity  with  an  advisory  opin¬ 
ion  issued  pursuant  to  this  paragraph 
which  has  subsequently  been  amended  or 
revoked  shall  remain  acceptable  to  the 
Food  and  Drug  Administration  unless  the 
Commissioner  determines  that  substan¬ 
tial  public  interest  considerations  pre¬ 
clude  such  continued  acceptance.  When¬ 
ever  possible,  an  amended  or  revoked  ad¬ 
visory  opinion  shall  state  when  it  has 
been  dr  ermined  that  action  previously 
undertaken  or  completed  in  conformity 
with  a  prior  advisory  opinion  does  not 
remain  acceptable,  and  any  transition 
period  that  may  be  applicable. 

(i)  Any  interested  person  may  submit 
written  comments  on  an  advisory  opin¬ 
ion  or  modified  advisory  opinion.  Three 
copies  of  any  comments  shall  be  sent  to 
the  Hearing  Clerk  for  inclusion  in  the 
public  file  on  the  advisory  opinion.  Such 
comments  shall  be  considered  in  deter¬ 
mining  whether  further  modification  of 
an  advisory  opinion  is  warranted. 

( j )  An  advisory  opinion  may  be  used  in 
administrative  or  court  proceedings  to 
illustrate  acceptable  and  imacceptable 
procedures  or  standards,  but  not  as  a 
legal  requirement. 

(k)  A  statement  made  or  advice  pro¬ 
vided  by  an  employee  of  the  Food  and 
Drug  Administration  shall  constitute  an 
advisory  opinion  only  if  it  Is  issued  in 
writing  pursuant  to  this  section.  A  state- 
m«it  or  advice  given  by  a  Food  and  Drug 
Administration  employee  orally,  or  given 
In  writing  but  not  pursuant  to  this  sec¬ 
tion  or  S  2.20,  is  an  informal  communi¬ 
cation  that  represents  the  best  informa¬ 
tion  and  opinion  available  to  that  em¬ 
ployee  at  that  time  but  does  not  con¬ 
stitute  an  advisory  opinion,  does  not 
necessarily  represent  the  formal  position 
of  the  Food  and  Drug  Administration, 
and  thus  does  not  bind  or  otherwise  ob¬ 
ligate  or  commit  the  agency  to  the  views 
expressed. 

§  2.20  Food  and  Drug  Administration 
regulations,  guidelines,  recommenda¬ 
tions,  and  agreements. 

(a)  Regulations.  All  Food  and  Drug 
Administration  regulations  having  gen¬ 
eral  applicability  and  legal  effect  shall 
be  promulgated  in  the  Federal  Register 
pursuant  to  S  2.10  or  S  2.12  and  codified 
in  the  Code  of  Federal  Reemlatlons. 
Regulatlcxis  may  contain  provisions 
which  will  be  enforced  as  legal  require¬ 
ments,  or  which  are  intended  only  as 
guidelines  and  recommendations,  or  both. 
The  dissemination  of  draft  notices  and 
regulations  shall  be  subject  to  the  pro¬ 
visions  oX.  !  2.17. 

(b)  Guidelines.  All  Food  and  Drug  Ad¬ 
ministration  guidelines  having  general 
applicability  shall  be  Included  in  the 
public  file  of  guidelines  established  by 
the  Hearing  Clerk,  pursuant  to  this  para¬ 
graph.  unless  they  have  been  published 
tax  the  Federal  Register  as  regulatloiu 


pursuant  to  paragraph  (a)  of  this  sec¬ 
tion. 

(1)  Guidelines  establish  principles  or 
practices  of  general  applicability  and  do 
not  include  decisions  or  advice  limited 
to  particular  situations.  Guidelines  re¬ 
late  to  such  matters  as  performance 
characteristics,  preclinical  and  clinical 
test  procedures,  manufacturing  prac¬ 
tices,  product  standards,  scientific  pro¬ 
tocols,  compliance  criteria,  ingredient 
specifications,  labeling,  or  other  tech¬ 
nical  or  policy  criteria.  Guidelines  state 
procedures  or  standards  of  general  ap¬ 
plicability  which  are  not  legal  require¬ 
ments  but  which  are  acceptable  to  the 
Food  and  Drug  Administration  for  a  sub¬ 
ject  matter  which  falls  within  the  laws 
administered  by  the  Commissioner,  e.g., 
a  protocol  for  a  particular  type  of  animal 
toxicity  test  or  human  clinical  trial. 

(1)  A  person  may  rely  upon  a  guideline 
with  assurance  that  It  is  acceptable  to 
the  Food  and  Drug  Administration,  or 
may  follow  different  procedures  or 
standards.  Where  a  person  chooses  to 
use  different  procedures  or  standards,  he 
may,  but  is  in  no  instance  required  to, 
discuss  the  matter  in  advance  with  the 
Food  and  Drug  Administration  to  pre¬ 
vent  the  expenditure  of  money  and  ef¬ 
fort  on  activity  that  may  later  be  deter¬ 
mined  to  be  unacceptable. 

(ii)  Use  of  testing  guidelines  estab¬ 
lished  by  the  Food  and  Drug  Adminis¬ 
tration  assures  acceptance  of  a  test  as 
scientifically  valid,  if  properly  con¬ 
ducted,  but  does  not  assure  approval  of 
any  ingredient  or  product  so  tested.  The 
results  of  any  such  test  or  other  available 
information  may  require  disapproval  or 
that  additional  testing  l>e  undertaken. 

(2)  A  guideline  represents  the  formal 
position  of  the  Food  and  Drug  Adminis¬ 
tration  on  the  matter  involved,  and  ex¬ 
cept  as  provided  In  paragraph  (b)  (3)  of 
this  section  obligati  the  agency  to  fol¬ 
low  It  imtil  It  Is  amended  or  revoked. 
The  CiMnmlssloner  shall  not  recommend 
legal  action  against  any  person  or  prod¬ 
uct  with  respect  to  any  action  taken  In 
conformity  with  a  guideline  Issued  pur¬ 
suant  to  this  section  that  has  not  been 
amended  or  revoked. 

(3)  In  imusual  situations  involving  an 
immediate  and  significant  danger  to 
health,  the  Commissioner  may  take  ap¬ 
propriate  civil  enforcement  action  con¬ 
trary  to  a  guideline  Issued  pursuant  to 
paragraph  (b)  of  this  section  prior  to 
amendi^  or  revoking  such  guideline  as 
provided  in  paragraph  (b)  (5)  of  this 
section.  Such  action  shall  be  taken  only 
with  the  approval  of  the  Commissioner, 
which  may  not  be  delegated.  Appropri¬ 
ate  amendment  or  revocation  of  the 
guideline  Involved  shall  be  expedited. 

(4)  A  guideline  shall  be  Included  in 
the  public  file  upon  approval  of  the 
guideline  by  the  relevant  bureau  direc¬ 
tor  and  publication  by  the  Commissioner 
In  the  Federal  Register  oi  a  notice  of 
Its  availaMllty.  The  notice  shall  state  (1) 
the  title  of  the  guideline.  (11)  the  subject 
matter  It  covers,  and  (ill)  the  office  or 
Individual  resptmslble  for  maintaining 
the  guideline. 
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(5)  A  giiideline  may  be  amended  or  re¬ 
voked  upon  approval  of  the  amended 
guideline  or  revocation  of  the  guideline 
by  the  relevant  bureau  director  and 
publication  by  the  Commissioner  in  the 
Federal  Register  of  a  notice  of  such 
amendment  or  revocation.  The  notice 
shall  state  (i)  the  title  of  the  guideline, 

(ii)  the  subject  matter  it  covers,  and 

(iii)  the  office  or  individual  responsible 
for  maintaining  the  guideline.  All  origi¬ 
nal  guidelines  and  subsequent  amend¬ 
ments  shall  be  retained  in  the  public  file 
on  a  permanent  basis  so  that  a  complete 
record  of  the  development  of  each  guide¬ 
line  remains  available. 

(6)  Action  imdertaken  or  completed 
in  conformity  with  a  guideline  issued 
pursuant  to  paragraph  (b)  of  this  sec¬ 
tion  which  has  subsequently  been 
amended  or  revoked  shall  remain  ac- 
c^table  to  the  Food  and  Drug  Admin¬ 
istration  luiless  the  Commissioner  de¬ 
termines  that  substantial  public  inter¬ 
est  considerations  preclude  such  con¬ 
tinued  acceptance.  Such  determination 
may  be  made  at  the  time  of  or  subse¬ 
quent  to  amendment  or  revocation  of  the 
guideline.  Whenever  possible,  the  notice 
of  an  amended  or  revoked  guideline  pub¬ 
lished  pursuant  to  paragraph  (b)  (3)  of 
this  section  shall  state  when  it  has  been 
determined  that  action  previously  under¬ 
taken  or  completed  In  conformity  with  a 
prior  guideline  does  not  remain  accept¬ 
able,  and  any  transition  period  that  may 
be  applicable. 

(7)  The  notice  of  a  guideline  or 
amended  or  revoked  guideline  published 
pursuant  to  paragraph  (b)  (2)  or  (3) 
of  this  section  shall  state  that  any  in¬ 
terested  person  may  submit  written  com-, 
ments  on  the  guideline  or  amended 
guideline.  Two  copies  of  any  comments 
shall  be  sent  to  the  Public  Records  and 
Documents  Center  for  inclusion  in  the 
public  file  on  the  guideline  and  two  cop¬ 
ies  shall  be  sent  to  the  office  or  individual 
designated  in  the  notice  as  responsible 
for  maintaining  the  guideline.  Such  com¬ 
ments  shall  be  considered  in  determining 
whether  further  amendments  to  or  re¬ 
institution  of  a  guideline  are  warranted. 

(8)  A  guideline  may  be  used  in  admin¬ 
istrative  or  court  proceedings  to  illustrate 
acceptable  and  imacceptable  procedures 
or  standards,  but  not  as  establishing  a 
legal  requirement. 

(9)  A  statement  relating  to  acceptable 
procedures  or  standards  given  by  a  Food 
and  Drug  Administration  employee 
orally,  or  in  writing  but  not  pursuant  to 
§  2.19  or  this  section,  is  an  informal 
commimication  that  represents  the  best 
information  and  opinion  available  to  that 
employee  at  that  time  but  does  not  con¬ 
stitute  a  guideline,  does  not  necessarily 
represent  the  formal  position  of  the  Food 
and  Drug  Administration,  and  thus  does 
not  bind  or  otherwise  obligate  the  agency 
to  the  views  expressed. 

(10)  Because  of  the  large  number  of 
ansdytical  methods  involved  in  Food  and 
Drug  Administration  activities,  their 
length  and  complexity,  and  the  volvune 
and  frequency  of  amendment,  the  provi¬ 
sions  of  this  paragraph  shall  not  apply 
to  such  material  except  to  the  extent  that 
the  Commissioner  concludes,  in  his  dis¬ 


cretion,  that  particular  analytical  meth¬ 
ods  should  be  included  In  the  public  file 
for  a  particular  purpose.  Food  and  Drug 
Administration  analytical  methods  are 
available  for  public  disclosure  pursuant 
to  the  provisions  of  Part  4  of  this  chapter. 

(11)  The  dissemination  of  draft  guide¬ 
lines  shall  be  subject  to  the  same  provi¬ 
sions  as  the  dissemination  of  draft  no¬ 
tices  and  regulations  pursuant  to  S  2.18. 

(c)  Recommendations.  In  addition  to 
the  guidelines  subject  to  paragraph  (b) 
of  this  section,  the  Food  and  Drug  Ad¬ 
ministration  often  formulates  and  dis¬ 
seminates  recommendations  about  mat¬ 
ters  which  are  authorized  by,  but  do  not 
involve  direct  regulatory  action  under, 
the  laws  administered  by  the  Commis¬ 
sioner,  e.g.,  model  state  and  local  ordi¬ 
nances,  or  personnel  practices  for  reduc¬ 
ing  radiation  exposure,  issued  pursuant 
to  42  U.S.C.  243  and  263d(b).  Such  rec¬ 
ommendations  may,  in  the  discretion  of 
the  Commissioner,  be  handled  pursuant 
to  the  procedures  established  in  para¬ 
graph  (b)  of  this  section,  except  that 
such  recommendations  shall  be  Included 
in  a  separate  public  file  of  recommenda¬ 
tions  established  by  the  Public  Records 
and  Documents  Center  and  shall  be  sep¬ 
arated  from  the  guidelines  in  the  notice 
of  availability  published  in  the  Federal 
Register,  or  be  published  in  the  Federal 
Register  as  regulations  pursuant  to 
paragraph  (a)  of  this  section. 

(d)  Agreements.  All  formal  agree¬ 
ments,  memoranda  of  imderstanding,  or 
other  similar  written  documents  exe¬ 
cuted  by  the  Food  and  Drug  Administra¬ 
tion  and  another  person  shall  be  included 
in  the  public  file  on  agreements  estab¬ 
lished  by  the  Public  Records  and  Docu¬ 
ments  Center  pursuant  to  §  4.108  of  this 
chapter.  Any  such  document  not  included 
in  the  public  file  shall  be  deemed  to  be 
rescinded  and  shall  have  no  force  or 
effect  whatever. 

§  2.21  Participation  in  outside  standard¬ 
setting  activities. 

(a)  General.  This  section  applies  to 
participation  by  Food  and  Drug  Admin¬ 
istration  employees  in  any  standard¬ 
setting  activities  outside  the  Food  and 
Drug  Administration.  Standard-setting 
activities  include  such  matters  as  the 
development  of  performance  character¬ 
istics,  testing  methodology,  manufactur¬ 
ing  practices,  product  standards,  scien¬ 
tific  protocols,  compliance  criteria,  in¬ 
gredient  specifications,  labeling,  or  other 
technical  or  policy  criteria.  The  Food 
and  Drug  Administration  encourages 
employee  participation  in  outside  stand¬ 
ard-setting  activities  that  are  in  the  pub¬ 
lic  interest. 

(b)  Standard-setting  activities  by 
other  Federal  government  agencies.  (1) 
Any  Food  and  Drug  Administration  em¬ 
ployee  may  participate  in  such  activities 
after  the  approval  by  the  appropriate 
bureau  director  or  the  Commissioner  of 
Form  PHS-3763  “Request  for  approval 
of  appointment  as  liaison  representa¬ 
tive.” 

(2)  The  Form  PHS-3763  and  all  per¬ 
tinent  background  Information  describ¬ 
ing  such  activities  shall  be  Included  In 
the  public  file  on  standard-setting  activ¬ 


ities  estidilished  in  the  Public  Records 
and  Documents  Center. 

(3)  If  any  members  of  the  public  are 
invited  by  the  Food  and  Drug  Adminis¬ 
tration  to  present  views  to,  or  to  accom¬ 
pany,  the  Fo(xl  and  Drug  Administra¬ 
tion  employee  at  any  meeting,  such  invi¬ 
tations  shall  be  extended  to  a  representa¬ 
tive  sampling  of  the  public,  including 
consumer  groups,  industry  associations, 
professional  societies,  and  academic 
institutions. 

(4)  A  Food  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative  to  such  an  activity  shall  refer 
all  requests  for  information  about  or  par¬ 
ticipation  in  the  activity  involved  to  the 
group  or  organization  responsible  for 
such  activity. 

(c)  Standard-setting  activities  by 
State  and  local  government  agencies  and 
by  United  Nations  organizations  and 
other  international  organizations  and 
foreign  governments  pursuant  to  treaty. 

(1)  Any  Food  and  Dnig  Administration 
employee  may  participate  in  such  activi¬ 
ties  after  the  approval  by  the  appropri¬ 
ate  bureau  director  or  the  Commissioner 
of  Form  PHS-3763. 

(2)  The  Form  PHS-3763  and  all  perti¬ 
nent  backgroimd  information  describing 
such  activities  shall  be  included  in  the 
public  file  on  standard-setting  activities 
established  in  the  Public  Records  and 
Documents  Center. 

(3)  The  availability  for  public  disclos¬ 
ure  of  records  relating  to  such  activities 
shall  be  governed  by  the  regulations  in 
Part  4  of  this  chapter. 

(4)  If  any  members  of  the  public  are 
Invited  by  the  Food  and  Drug  Adminis¬ 
tration  to  present  views  to,  or  to  accom¬ 
pany.  the  Food  and  Dn^  Administration 
employee  at  any  meeting,  such  invita¬ 
tions  shall  be  extended  to  a  representa¬ 
tive  sampling  of  the  public,  including 
consumer  groups,  industry  association, 
professional  societies,  and  academic 
institutions. 

(5)  A  Food  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative  to  such  an  activity  shall  refer 
all  requests  for  information  about  or  par¬ 
ticipation  in  the  activity  involved  to  the 
group  or  organization  responsible  for 
such  activity. 

(d)  Standard-setting  activities  by  pri¬ 
vate  groups  and  organizations.  (1)  Any 
Food  and  Drug  Administration  employee 
may  engage  in  such  activities  after  the 
approval  by  the  appropriate  bureau  di¬ 
rector  or  the  Commissioner  of  Form 
PHS-3763.  A  request  for  such  official  par¬ 
ticipation  shall  be  made  by  the  group  or 
organization  in  writing,  shsJl  describe  the 
scope  of  the  activity  involved,  and  shall 
demonstrate  that  the  minimum  stand¬ 
ards  set  out  in  paragraph  (d)  (5)  of  this 
section  are  met  by  the  activity  involved. 
Except  as  provided  in  paragraph  (d)  (7) 
of  this  section,  any  such  request  that  is 
granted  shall  be  the  subject  of  a  letter 
from  the  Commissioner  or  the  bureau 
director  to  the  organization  stating: 

(i)  Whether  participation  by  the  indi¬ 
vidual  will  be  as  a  voting  or  nonvoting 
liaison  representative. 

(11)  That  participation  by  the  Indi¬ 
vidual  shall  not  c(mote  Food  and  Drug 
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Administration  agreement  with,  or  en¬ 
dorsement  of,  any  decisions  reached. 

'  (iii)  That  participation  by  the  individ¬ 
ual  disqualifies  him  from  serving  as  the 
deciding  official  on  the  standard  involved 
if  it  should  later  come  before  the  Pood 
and  Drug  Administration.  The  “deciding 
official”  is  the  person  who  signs  a  docu¬ 
ment  ruling  upon  such  standard. 

(2)  The  letter  requesting  official  Pood 
and  Drug  Administration  participation, 
the  Porm  PHS-3763,  and  the  Commis¬ 
sioner’s  or  bureau  director’s  letter,  to¬ 
gether  with  all  pertinent  background  in¬ 
formation  describing  the  activities  in¬ 
volved,  shall  be  included  in  the  public 
file  on  standard-setting  activities  estab¬ 
lished  in  the  Public  Records  and  Docu¬ 
ments  Center. 

(3)  The  availability  for  public  disclos¬ 
ure  of  records  relating  to  such  activities 
shall  be  governed  by  the  regulations  in 
Part  4  of  this  chapter. 

(4)  A  Pood  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative  to  such  an  activity  shall  refer 
all  requests  for  Information  about  or  par¬ 
ticipation  in  the  activity  involved  to  the 
group  or  organization  responsible  for 
such  activity. 

(5)  The  following  minimum  standards 
shall  apply  to  all  outside  private  stand¬ 
ard-setting  activities  in  which  Pood  and 
Drug  Administration  employees  partici¬ 
pate. 

(i)  The  activities  shall  be  based  upon 
consideration  of  sound  scientific  and 
technological  Information,  shall  permit 
revision  on  the  basis  of  new  information, 
and  shall  be  designed  to  protect  the  pub¬ 
lic  against  unsafe,  ineffective,  or  decep¬ 
tive  products  or  practices, 

(ii)  The  activities  and  resulting  stand¬ 
ards  shall  not  be  designed  for  the  eco¬ 
nomic  benefit  of  any  company,  group,  or 
organization,  shall  not  be  used  as  devices 
for  such  antitrust  violations  as  fixing 
prices  or  hindering  competition,  and 
shall  not  Involve  establishment  of  cer¬ 
tification  or  specific  approval  of  indi¬ 
vidual  products  or  services. 

(iii)  The  group  or  organization  ’  re¬ 
sponsible  for  the  standard-setting  ac¬ 
tivities  shall  have  a  procedure. through 
which  any  interested  person  shall  have 
an  opportimity  to  provide  information 
and  views  on  the  activities  and  standards 
involved,  without  the  payment  of  fees, 
and  such  information  and  views  shall 
be  considered.  The  manner  in  which  this 
is  accomplished,  including  whether  such 
presentation  shall  be  in  person  or  in  writ¬ 
ing,  shall  be  decided  by  the  group  or 
organization  responsible  for  the  activi¬ 
ties. 

(6)  Membership  of  a  Food  and  Drug 
Administration  employee  in  an  organiza¬ 
tion  that  also  conducts  standard-setting 
activities  does  not  invoke  the  provisions 
of  this  paragraph  unless  the  employee 
participates  in  such  standard-setting  ac¬ 
tivities.  Participation  in  any  standard¬ 
setting  activity  shall  be  subject  to  the 
provisions  of  this  paragraph. 

(7)  ’The  Commissioner  may  determine 
in  writing  that,  because  direct  involve¬ 
ment  by  the  Pood  and  Drug  Administra¬ 
tion  in  a  particular  standard-setting 


activity  is  in  the  public  Interest  and  will 
promote  the  objectives  of  the  act  and 
the  agency,  such  participation  shall  be 
exempt  from  the  requirements  set  forth 
in  paragraph  (d)  (J.)  (ii)  and/or  (iii)  of 
this  section.  Any  such  determination 
shaii  be  included  in  the  public  file  on 
standard-setting  activities  established 
by  the  Pubiic  Records  and  Documents 
Center  and  in  any  relevant  administra¬ 
tive  file.  Such  activities  may  include  the 
establishment  and  validation  of  analyti¬ 
cal  methods  for  regulatory  use,  drafting 
uniform  laws  and  regulations,  and  the 
development  of  recommendations  con¬ 
cerning  public  health  and  preventive 
medicine  practices  by  national  and  in¬ 
ternational  organizations. 

(8)  Because  of  the  close  daily  coopera¬ 
tion  between  the  Food  and  Drug  Admin¬ 
istration  and  the  association  of  State 
and  local  government  officials  listed  be¬ 
low.  and  the  large  number  of  agency 
employees  who  are  members  of  or  work 
with  these  associations,  such  participa¬ 
tion  in  the  activities  of  these  associa¬ 
tions  shall  be  exempt  from  the  provi¬ 
sions  of  paragraphs  (d)  (1)  through  (d) 
(7)  of  this  section,  except  that  a  list  of 
all  committees  and  other  groups  of  these 
associations  shall  be  included  in  the  pub¬ 
lic  file  on  standard-setting  activities 
established  in  the  Public  Records  and 
Documents  Center: 

(1)  Association  of  Food  and  Drug 
Officials. 

(ii)  International  Association  of  Milk, 
Food  and  Environmental  Sanitarians, 
Inc. 

(iii)  Conference  of  Radiation  Control 
Program  Directors. 

(iv)  Association  of  American  Feed 
Control  Officials,  Inc. 

(v)  National  Environmental  Health 
Association. 

(vi)  National  Conference  on  Weights 
and  Measures. 

(vii)  American  Public  Health  Associ¬ 
ation. 

(viii)  Conference  of  State  Sanitary 
Engineers. 

(lx)  National  Conference  on  Inter¬ 
state  Milk  Shipments. 

(x)  Nationsil  Shellfish  Sanitation 
Program. 

(xi)  Interstate  Seafood  Seminar. 

(xii)  Association  of  Official  Analytical 
Chemists. 

§  2.22  Public  calendars. 

(a)  Prospective  public  calendar  of 
public  proceedings.  (DA  public  calendar 
shall  be  prepared  and  made  publicly 
available  each  week  showing,  to  the  ex¬ 
tent  feasible,  for  the  following  4  weeks 
all  public  meetings,  public  conferences, 
public  hearings,  public  advisory  commit¬ 
tee  meetings,  public  seminars,  and  other 
public  proceedings  of  the  Pood  and  Drug 
Administration,  and  other  significant 
public  events  involving  the  Food  and 
Drug  Administration,  e.g.,  congressional 
hearings  and  trial  or  argument  of  court 
cases. 

(2)  A  copy  of  this  public  calendar 
shall  be  ploced  on  public  display  in  the 
following  places: 

(1)  Office  of  the  Hearing  CHerk. 


(ii)  Office  of  the  Assistant  Commis¬ 
sioner  for  Public  Affairs. 

(iii)  A  central  place  in  each  bureau. 

(iv)  A  central  place  in  each  field  office. 

(V)  A  central  place  at  the  National 

Center  for  Toxicological  Research. 

(b)  Retrospective  public  calendar  of 
meetings.  (1)  A  public  calendar  shall  be 
prepared  and  made  publicly  available 
each  week  showing  for  the  previous  week 
all  meetings  with  persons  outside  the 
Federal  government  and  other  signifi¬ 
cant  events  involving  the  representatives 
of  the  Pood  and  Drug  Administration 
designated  under  paragraph  (b)  (3)  of 
this  section,  except  that  telephone  con¬ 
versations  shall  be  included  on  an 
optional  basis  and  meetings  with  the 
working  press  and  with  on-site 
contractors  shall  not  be  Included. 

(2)  Such  calendar  shall  include  all 
meetings,  conferences,  seminars,  social 
events  sponsored  by  the  regulated  in¬ 
dustry,  and  speeches.  The  calendar  shall 
specify  the  date,  the  person  involved,  and 
the  subject  matter  involved.  Where  more 
than  one  Food  and  Drug  Administration 
representative  is  in  attendance,  only  the 
presiding  or  head  representative  shall  re¬ 
port  the  meeting  on  the  public  calendar. 
If  a  large  number  of  persons  are  in¬ 
volved,  the  name  of  each  need  not  be 
specified.  Meetings  the  existence  of  which 
would  prejudice  law  enforcement  activi¬ 
ties  (e.g.,  a  meeting  with  an  informant) 
or  Invade  privacy  (e.g.,  a  meeting  with  a 
candidate  for  possible  emplo3nnent  in  the 
Food  and  Drug  Administration)  shall  not 
be  reported. 

(3)  The  following  Food  and  Drug  Ad¬ 
ministration  representatives  and  their 
deputies  shall  be  subject  to  the  require¬ 
ments  of  paragraphs  (b)  (1)  and  (2)  of 
this  section: 

(1)  Commissioner  of  Pood  and  Drugs. 

(ii)  Deputy  Commissioner. 

(iii)  Associate  Commissioners. 

(iv)  Assistant  Commissioners. 

(v)  Executive  Director  for  Regional 
Operations. 

(vi)  Director,  Office  of  Legislative 
Services. 

(vii)  Director,  National  Center  for 
Toxicological  Research. 

(viii)  Biu^au  Directors. 

(ix)  Chief  Counsel  for  the  Food  and 
Drug  Administration. 

(4)  A  copy  of  this  public  calendar  shall 
be  placed  on  public  display  in  the  fol¬ 
lowing  places: 

(1)  Office  of  the  Hearing  Clerk. 

(ii)  Office  of  the  Assistant  Commis¬ 
sioner  for  Public  Affairs. 

(iii)  A  central  place  in  each  bureau. 

(iv)  A  central  place  in  each  field  office. 

(V)  A  central  pl8u;e  at  the  National 

Center  for  Toxicological  Research. 

§  2.23  Representation  by  an  organiza¬ 
tion. 

(a)  An  organization  may  represent  its 
members  by  filing  petitions,  comments, 
and  objections,  and  otherwise  participat¬ 
ing  in  any  administrative  proceeding 
subject  to  this  Part. 

(b)  Any  such  petitions,  comments,  ob¬ 
jections,  or  other  representation  by  a 
trade  association  shall  be  on  behalf  of  its 
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members  and  shall  constitute  a  repre¬ 
sentation  on  behaU  of  each  member  of 
the  trade  association,  except  those  spe¬ 
cifically  excluded  by  name  in  any  such 
submission. 

(1)  Every  petition,  comment,  objection, 
or  other  representation  by  a  trade  asso¬ 
ciation  in  an  administrative  proceeding 
shall  have  attached  thereto  a  current  list 
of  all  of  the  members  of  such  trade  asso- 
ciaticm.  or  shall  refer  to  such  a  list  that 
is  placed  on  permanent  file  with  the 
Hearing  Clerk  and  is  kept  current  by  the 
trade  association. 

(2)  The  filing  by  a  trade  association 
of  an  objection  or  request  for  hearing 
pursuant  to  §§  2.110  through  2.112  shall 
not  provide  to  any  member  any  legal 
right  wiUi  resprot  to  such  objection  or 
request  for  hearing  that  the  monber  may 
exercise  In  its  own  name.  All  subsequent 
action  by  the  trade  association  with  re¬ 
spect  to  such  objection  or  request  for 
hearing  shall  bind  each  member  exc^t 
to  the  extent  that  any  member  independ¬ 
ently  files  its  own  objection  or  request 
for  hearing. 

(c)  In  any  court  proceeding  in  which 
an  organization  participates,  the  Com¬ 
missioner  will  take  appropriate  legal 
measures  to  have  the  case  brought  or 
considered  as  a  class  action  or  otherwise 
as  binding  upon  all  members  of  the  orga¬ 
nization  except  those  specifically  ex¬ 
cluded  by  name  for  the  reason  that  the 
organization  does  not  r^resent  ‘  their 
views.  Regardless  whether  the  case  is 
brought  or  considered  as  a  class  action 
or  as  otherwise  binding  upon  all  members 
of  the  m-ganization  except  those  specifi¬ 
cally  excluded  by  name,  the  Commis¬ 
sioner  will  take  the  position  in  any  sub¬ 
sequent  suit  involving  the  same  issues 
and  any  member  of  the  organization  that 
such  issues  are  precluded  from  fiuiiher 
litigation  by  such  member  pursuant  to 
the  doctrines  of  collateral  estoppel  or  res 
judicata. 

§  2.24  Settlement  proposal. 

At  any  time  in  the  course  of  any 
proceeding  subject  to  this  Part,  any  per¬ 
son  may  propose  settlement  of  any  of  the 
Issues  Involved.  All  participants  in  any 
proceeding  shall  have  an  opportimity 
to  consider  any  proposed  settlement.  Un¬ 
accepted  proposals  of  settlement  and  re¬ 
lated'  matters,  e.g.,  proposed  stipulations 
not  agreed  to,  shall  not  be  admissible  in 
evidence  in  any  administrative  proceed¬ 
ing  of  the  Food  and  Drug  Administra¬ 
tion.  nie  Pood  and  Drug  Administration 
will  oppose  the  admission  in  evidence  of 
any  such  information  In  any  court 
proceeding  or  in  any  other  administra¬ 
tive  proceeding. 

§  2.2S  Waiver,  suspen^iion,  or  modifica* 
tion  of  procedural  requirements. 

The  Commissioner  or  the  presiding  oflB- 
cer,  with  respect  to  matters  pending 
before  him,  may  on  his  own  initiative  or 
at  the  request  of  any  participant  waive, 
suspend,  or  modify  any  provision  in  Sub¬ 
parts  B  through  F  of  this  Part  applicable 
to  the  conduct  of  a  public  hearing  by  an¬ 
nouncement  at  the  hearing  or  by  notice 
in  advance  of  the  hearing.  If  he  deter¬ 


mines  that  no  participant  will  be  prej¬ 
udiced,  the  ends  of  jiistice  will  thereby 
be  served,  and  such  action  is  in  accord¬ 
ance  with  law. 

Subpart  B — Formal  Evidentiary  Public 
Hearings 

§  2.100  Scope  of  subpart. 

Subpart  B  governs  the  procedures  ap¬ 
plicable  whenever  any  of  the  following 
applies: 

(a)  A  person  has  a  right  to  an  oppor¬ 
tunity  for  a  hearing  under  the  provisions 
of  the  laws  administered  by  the  Commis- 
siemer  siiecified  in  S  2.12(c). 

(b)  The  Commi^ioner  concludes,  in 
his  discretimi,  that  it  would  be  in  the 
public  interest  to  hold  a  formed  evidenti¬ 
ary  public  hearing  on  any  matter,  or 
class  of  matters,  of  importance  pending 
before  the  Food  and  Drug  Administra¬ 
tion. 

Initiation  of  Proceedings 

§  2.110  Initiation  of  a  formal  eviden¬ 
tiary  public  hearing  involving  the 
issuance,  amendment,  or  revocation 
of  a  regulation. 

(a)  An  administrative  proceeding  in 
which  there  is  an  opportunity  for  a 
formal  evidentiary  public  hearing  pursu¬ 
ant  to  sections  409(f) ,  502  (n) ,  507(f) ,  512 
(n)(5),  701(e),  or  706(d)  of  the  act  or 
sections  4  or  5  of  the  Fair  Packaging  and 
Labeling  Act  involving  the  issuance, 
amendment,  or  revocation  of  a  regula¬ 
tion  shall  be  initiated: 

(1)  By  the  Commissioner  on  his  own 
initiative,  e.g.,  as  provided  in  §  121.72  for 
food  additives,  or 

(2)  By  a  petition  from  an  interested 
person: 

(i)  In  the  form  specified  in  other  ap¬ 
plicable  sections  in  this  chapter,  e.g.,  the 
form  for  a  color  additive  petition  in 
S  8.4  of  this  chapter  or  the  form  for  an 
antibiotic  petition  in  §  431.50  of  this 
chapter,  or 

(ii)  If  no  form  is  specified  in  other  ap¬ 
plicable  sections  of  this  chapter,  in  the 
form  specified  In  S  2.7. 

(b)  Upon  receiving  a  petition  sub¬ 
mitted  pursuant  to  paragraph  (a)  (2)  of 
this  section,  the  Commissioner  shall: 

(1)  If  it  involves  any  matter  subject 
to  section  701(e)  of  the  act  or  sections  4 
or  5  of  the  Fair  Packaging  and  Label¬ 
ing  Act,  and  meets  the  requirements  for 
filing,  follow  the  provisions  of  §  2.10  (b) 
through  (f). 

(2)  If  It  relates  to  a  color  additive  or 
food  additive,  and  the  petition  meets 
the  requirements  for  filing  in  §S  8.4,  8.5, 
and  121.51  through  121.53  of  this  chap¬ 
ter,  publish  a  notice  of  filing  of  the  peti¬ 
tion  in  the  Federal  Register  within  30 
days  after  the  petition  is  filed  in  lieu  of 
a  notice  of  proposed  rule  making. 

(c)  The  Commissioner  may  issue, 
amend,  or  revoke  an  antibiotic  regula¬ 
tion  without  the  requirements  of  notice 
and  public  procedure  in  §  2.10(b)  or  de¬ 
layed  effective  date  in  9  2.10(c)  (4)  on  his 
own  initiative  or  as  a  result  of  a  petition 
containing  the  required  evidence  of 
safety  and  effectiveness  when  the  regu¬ 
lation  Is  technical  in  nature,  interested 
persons  have  been  consulted,  and  there 


are  no  significant  points  of  controversy, 
or  when  the  regulation  imposes  safety 
requirements  which  the  Commissioner 
concludes  are  important  for  the  public 
health. 

(d)  The  notice  published  in  the  Fed¬ 
eral  Register  promulgating  the  regula¬ 
tion  shall  state  the  time,  place,  and 
method  for  adversely  affected  persons  to 
submit  objections  and  requests  for  hear¬ 
ing,  and  that  objections  and  requests  for 
hearing  shall  be  submitted  in  accordance 
with  the  requirements  of  this  Part. 

(e)  On  or  before  the  30th  day  after 
the  date  of  the  publlcati(xi  In  the  Fed¬ 
eral  Register  of  a  final  regulation,  or  of 
a  notice  withdrawing  a  proposal  initiated 
by  a  petition  pursuant  to  9  2.6(a),  sub¬ 
ject  to  this  section,  any  person  who 
would  be  adversely  affected  if  such  regu¬ 
lation  were  placed  in  effect  may  submit 
written  objections  thereto  to  the  Com¬ 
missioner  and  may  make  a  written  re¬ 
quest  for  a  formal  evidentiary  public 
hearing  on  the  stated  objections.  This 
30 -day  period  shall  not  be  extended  by 
the  Commissioner.  In  the  case  of  any 
petition  or  proposal  to  issue,  amend,  or 
repeal  a  color  additive  regulation  after 
publication  of  the  final  regulation,  if  re¬ 
ferral  of  such  petition  or  proposal  is 
made  to  an  advisory  committee  in  ac¬ 
cordance  with  section  706(b)  (5)  (C)  of 
the  act,  written  objections  and  requests 
for  a  hearing  may  be  submitted  on  or 
before  the  30th  day  after  the  date  on 
which  the  Commissioner  publishes  his 
order  confirming  or  modifying  his  previ¬ 
ous  order. 

§2.111  Initiation  of  a  formal  eviden¬ 
tiary  public  hearing  involving  the 
i8!«uanre,  amendment,  or  revocation 
of  an  order. 

(a)  An  administrative  proceeding  in 
which  there  Is  an  opportunity  ftN-  a 
formal  evidentiary  public  hearing  pur¬ 
suant  to  sections  505  (d)  or  (e),  512  (d), 
(e),  (m)(3),  or  (m) (4)  of  the  act,  or 
section  351  (a)  of  the  Public  Health  Serv¬ 
ice  Act,  Involving  the  issuance,  amend¬ 
ment,  or  revocation  of  an  order  shall  be 
Initiated: 

(1)  By  the  Commissioner  on  his  own 
Initiative,  or 

(2)  By  a  petition  submitted  in  the 
form  specified  in  other  applicable  sec¬ 
tions  in  this  chapter,  e.g.,  9  314.1(c)  for 
new  drug  applications,  9  514.1  for  new 
animal  drug  applications,  9  514.2  for  ap¬ 
plications  for  animal  feeds,  or  9  601.3  for 
licenses  for  biologic  products,  or 

(3)  By  a  petition  from  an  interested 
person  in  the  form  specified  in  9  2.7. 

(b)  A  notice  of  opportunity  for  hear¬ 
ing  on  any  proposal  to  deny  or  revoke 
approval  of  an  order  or  any  part  thereof 
shidl  be  published  in  the  Federal  Reg¬ 
ister  together  with  an  explanation  of 
the  grounds  for  the  proposed  action.  The 
notice  of  opportimity  for  hearing  shall 
state  the  time,  place,  and  method  for 
adversely  affected  persons  to  submit  re¬ 
quests  for  hearing,  and  that  requests  for 
hearing  shall  be  submitted  in  accordance 
with  the  requirements  of  this  Part.  The 
iqipllcant  for  or  holder  of  the  iqiproval 
or  license  that  Is  the  subject  of  the  order 
in  question  and  all  other  persons  subject 
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to  the  notice  shall  have  30  days  after 
issuance  of  the  notice  within  which  to 
request  a  hearing  on  the  proposed  acticHi 
pursuant  to  the  provisions  of  §§  314.200, 
514.200,  and  601.7(a)  of  this  chapter. 
This  30-day  period  shall  not  be  extended 
by  the  Commissioner. 

(c)  In  considering  the  issuance, 
amendment,  or  revocation  of  an  order, 
the  Commissioner  may  use  any  applica¬ 
ble  optional  procedure  ^}ecifled  in  S  2.7 
(g). 

§2.112,  Filing  objections  and  requests 
for  a  hearing  on  a  regulation  or 
order. 

(a)  Objections  to  agency  action  and 
requests  for  a  hearing  submitted  pur¬ 
suant  to  §  2.110(d)  shall  be  submitted 
to  the  Hearing  Clerk  and  shall  be  ac¬ 
cepted  for  filing  if  they  comply  with  all 
of  the  following  conditions: 

(1)  Objections  and  requests  for  a  hear¬ 
ing  shall  be  submitted  on  or  before  the 
day  specified  in  j|  2.110(d). 

(2)  Each  objection  to  a  specific  provi¬ 
sion  of  the  Commissioner’s  regulation  or 
proposed  order  shall  be  separately  num¬ 
bered. 

(3)  Each  numbered  objection  shall 
specify  with  particularity  the  provision 
of  the  regulation  or  proposed  order  to 
which  objection  is  made. 

(4)  Each  numbered  objection  on  which 
a  hearing  is  requested  shall  specifically 
so  state.  The  failure  to  request  a  hear¬ 
ing  for  any  particular  objection  shall 
constitute  a  waiver  of  the  right  to  a 
hearing  on  that  objection. 

(5)  Each  numbered  objection  for 
which  a  hearing  is  requested  shall  in¬ 
clude  a  detailed  description  and  analysis 
of  the  specific  factual  information  in¬ 
tended  to  be  presented  in  support  of  the 
objection  in  the  event  that  a  hearing 
is  held.  The  failure  to  include  such  de¬ 
scription  and  analysis  for  any  particu¬ 
lar  objection  shall  constitute  a  waiver  of 
the  right  to  a  hearing  on  that  objection, 
but  such  description  and  analysis  shall 
be  used  only  for  the  purpose  of  deter¬ 
mining  whether  a  hearing  has  been  jus¬ 
tified  pursuant  to  §  2.113  and  shall  not 
limit  the  evidence  that  may  be  presented 
if  a  hearing  is  err  anted. 

(i)  A  copy  of  any  report,  article,  sur¬ 
vey,  or  other  written  document  relied 
upon  shall  be  submitted. 

(li)  A  summary  of  the  nondocumen¬ 
tary  testimony  to  be  presented  by  any 
witnesses  relied  upon  shall  be  submitted. 

(b)  Requests  for  hearing  submitted 
pursuant  to  §  2.111(b)  shall  be  submitted 
to  the  Hearing  Clerk  and  shall  be  ac¬ 
cepted  for  filing  if  they  comply  with  all 
of  the  following  conditions: 

(1)  Requests  for  hearing  shall  be  sub¬ 
mitted  on  or  before  the  30th  day  after 
the  date  of  publication  of  the  notice  of 
opix>rtunity  for  hearing  in  the  Federal 
Register. 

(2)  Requests  for  hearing  shall  comply 
with  the  requirements  specified  in 
§s  314.200,  514.200,  and  601.7(a)  of  this 
chapter. 

(c)  Any  objection  or  request  for  a 
public  hearing  which  meets  the  require¬ 
ments  of  this  section  shall  be  filed  by  the 


Hearing  Clerk  in  the  relevant  docket  file. 
If  an  objection  or  request  for  a  public 
hearing  fails  to  meet  the  requirements 
of  this  section  and  the  deficiency  becomes 
known  to  the  Hearing  Clerk,  the  Hear¬ 
ing  Clerk  shall  return  it  with  a  copy  of 
the  applicable  regulations,  indicating 
those  provisions  not  complied  with.  A 
deficient  objection  or  request  for  a  hear¬ 
ing  may  be  supplemented  and  sub¬ 
sequently  filed  if  submitted  within  the 
30-day  time  period  specified  in  §  2.110(d) 
or  S  2.111(b). 

(d)  If  an  objection  to  a  regulation  is¬ 
sued  pursuant  to  a  petition  submitted 
pursuant  to  8  2.110(a)(2)  is  submitted 
by  a  person  other  than  the  petitioner  and 
is  filed  by  the  Hearing  Clerk,  the  peti¬ 
tioner  may  submit  a  written  reply 
thereto  to  the  Hearing  Clerk. 

§2.113  Ruling  on  objection*  and  re- 
quc*l*  for  hearing. 

(a)  As  promptly  as  is  feasible  the  Com¬ 
missioner  shall  review  all  objections  and 
requests  for  hearing  filed  pursuant  to 
§  2.112  and  shall  determine: 

(1)  Whether  any  of  the  objections  or 
requests  for  hearing  filed  justify  mod¬ 
ification  or  revocation  of  the  regulation 
or  order  involved  pursuant  to  §  2.114. 

(2)  If  a  formal  evidentiary  public 
hearing  has  been  requested,  whether  it 
has  been  justified  as  required  by  this 
section. 

(3)  If  a  public  hearing  has  been  re¬ 
quested  before  a  Public  Board  of  Inquiry 
pursuant  to  Subpart  C  of  this  Part,  or 
before  a  public  advisory  committee  pur¬ 
suant  to  Subpart  D  of  this  Part,  or  be¬ 
fore  the  Commissioner  pursuant  to  Sub- 
part  E  of  this  Part,  whether  it  has  been 
justified. 

(b)  A  request  for  a  formal  evidentiary 
public  hearing  shall  be  granted  on  a  mat¬ 
ter  involving  the  issuance,  amendment, 
or  revocation  of  a  regulation  or  order  if, 
based  upon  the  data,  information,  and 
views  contained  in  his  objection  and  re¬ 
quest  for  hearing,  a  person  has  shown 
that  all  of  the  following  are  true: 

(1)  There  is  a  genuine  and  substantial 
issue  of  fact  for  resolution  at  a  hearing. 
A  hearing  will  not  be  granted  on  issues  of 
policy  or  law. 

(2)  The  factual  issue  is  capable  of 
being  resolved  by  available  and  specifi¬ 
cally  identified  reliable  evidence.  A  hear¬ 
ing  will  not  be  granted  cm  the  basis  of 
mere  allegations  or  denials  or  general 
descriptions  of  positions  and  contentions. 

(3)  The  data  and  information  identi¬ 
fied  in  the  objection  and  request  for 
hearing,  if  established  at  a  hearing, 
would  be  adequate  to  justify  resolution 
of  the  factual  issue  in  the  way  sought  by 
the  person.  A  hearing  will  be  denied  if 
the  Commissioner  concludes  that,  even 
assiuning  the  truth  and  accuracy  of  all 
of  the  data  and  information  submitted 
In  support  of  the  objection  and  request 
for  hearing,  they  are  insufficient  to  jus¬ 
tify  the  factual  determination  urged. 

(4)  Resolution  of  the  factual  issue  in 
the  way  sought  by  the  person  is  adequate 
to  Justify  the  action  requested.  A  hearing 
will  not  be  granted  on  factual  Issues 
that  are  not  determinative  or  ccmtrolllng 


with  resp>ect  to  the  actiem  requested,  e.g., 
when  the  Commissioner  concludes  that 
his  action  would  be  the  same  even  if  the 
factual  issue  were  resolved  in  the  way 
sought,  or  in  thr  case  of  a  request  that  a 
final  regulation  include  a  provision  not 
reasonably  encompassed  within  the  pro¬ 
posal.  A  hearing  will  be  granted  upon 
proper  objection  and  request  for  hearing 
when  a  food  standard  or  other  regulation 
is  shown  to  have  the  effect  of  excluding 
or  otherwise  affecting  a  product  or  in¬ 
gredient,  but  not  when  such  standard  or 
regulation  does  not  have  such  an  effect. 

(5)  The  action  requested  is  not  on  its 
face  inconsistent  with  or  in  violation  of 
any  provision  in  the  act  or  any  regula¬ 
tion  in  this  chapter  particularizing  stat¬ 
utory  standards.  The  proper  procedure 
in  such  circumstances  is  for  the  person 
requesting  the  hearing  to  petition  for  an 
amendment  or  waiver  of  the  regulation 
involved,  e.g.,  a  hearing  will  be  denied 
with  respect  to  withdrawal  of  approvsd 
of  a  new  drug  application  which  is  not 
in  compliance  with  an  applicable  OTC 
drug  monograph  promulgated  pursuant 
to  the  procedures  established  in  Part  330 
of  this  chapter  or  which  is  not  supported 
by  evidence  of  effectlvenesis  meeting  the 
requirements  of  §§  314.111(a)  (5)  and 
330.10(a)  (4)  (ii)  of  this  chapter  on  the 
ground  that  the  procedure  is  to  petition 
for  an  amendment  to  the  monograph 
pursuant  to  §  330.10(a)  (11)  of  this  chap¬ 
ter,  or  to  obtain  approval  of  a  deviation 
pursuant  to  §  330.11  of  this  chapter,  or 
to  request  a  waiver  of  the  requirements 
for  proof  of  effectiveness  as  provided 
in  85  314.111(a)(5)  and  330.10(a)  (4)  (ii) 
of  this  chapter. 

(6)  All  of  the  conditions  and  require¬ 
ments  specified  in  other  applicable  pro¬ 
visions  of  this  chapter,  e.g.,  §§  2.5,  2.111, 
2.112,  314.200,  430.20(b),  514.200,  and 
601.7(a),  and  in  the  notice  promulgating 
the  final  regulation  or  the  notice  of  op¬ 
portunity  for  hearing  are  fully  met. 

(c)  In  making  his  determination  pur¬ 

suant  to  paragraph  (a)  of  this  section, 
the  Commissioner  may  use  any  of  the 
optional  procedures  specified  in  §  2.7(g) 
and  in  other  applicable  provisions  of  this 
chapter,  e.g.,  §§314.200,  430.20(b), 

514.200,  and  601.7(a). 

(d)  Where  a  person  files  an  objection 
and  request  for  hearing  pursuant  to 
§§  2.110  through  2.112  relating  to  a  regu¬ 
lation  or  order,  it  is  uncertain  whether  a 
hearing  has  b^n  justified  pursuant  to 
the  principles  established  in  paragraph 
(b)  of  this  section,  and  the  Commissioner 
concludes  that  summary  decision  against 
the  person  requesting  a  hearing  should 
be  considered,  he  may  serve  upon  such 
person  by  registered  mall  a  proposed 
order  denying  a  hearing.  Such  person 
shall  have  30  days  after  receipt  of  such 
proposed  order  to  demonstrate  that  the 
submission  justifies  a  hearing. 

§  2.114  Modification  or  revocation  of 
regulation  or  order. 

If  the  Commissioner  determines  upon 
review  of  an  objection  or  request  for 
hearing  filed  pursuant  to  §  §  2.1 10  through 
2.112  that  the  regulation  or  order  In¬ 
volved  In  the  proceeding  should  properly 
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be  modified  or  revoked,  he  shall  promptly 
issue  a  notice  of  such  modification  or  rev¬ 
ocation  in  the  Federal  Register.  Further 
objections  or  requests  for  hearing  may 
be  submitted  to  such  modification  or  rev¬ 
ocation.  but  not  to  any  other  provisions 
in  the  regulation  or  order,  pursuant  to 
$§  2.110  through  2.112. 

§2.115  Denial  of  formal  evidentiary 
public  hearing  in  whole  or  in  part. 

If  the  Commissioner  determines  up<m 
review  of  the  objections  or  requests  for 
hearing  filed  pursuant  to  §  §  2.110  through 
2.114  that  a  formal  evidentiary  public 
hearing  is  not  justified,  in  whole  or  in 
part,  he  shall  publish  a  notice  of  such 
determination  in  the  Federal  Register. 

(a)  The  notice  shall  state  whether  the 
hearing  is  denied  in  whede  or  in  part.  If 
the  hearing  is  denied  in  part,  the  notice 
shall  be  emnbined  with  the  notice  of 
hearing  required  by  S  2.118,  and  shall 
specify  the  objections  and  requests  for 
hearing  which  have  been  granted  and 
denied. 

(1)  Any  determination  denying  a 
hearing  in  whole  or  in  part  shall  specify 
in  detail  the  reasems  therefor.  If  such 
determination  rests  upon  an  analysis  of 
the  data  and  Information  submitted  to 
justify  a  hearing,  the  Inadequacy  of  such 
data  and  information  sulxnitted  shall  be 
explained. 

(2)  The  notice  shall  confirm  (H*  modify 
or  stay  the  effective  date  of  the  regula¬ 
tion  or  order  involved. 

(b)  The  record  of  the  administrative 
proceeding  relating  to  denial  of  a  public 
hearing  in  whole  or  in  part  on  any  ob¬ 
jection  and  request  for  hearing  shall  con¬ 
sist  of  all  of  the  following: 

(1)  If  the  proceeding  Involves  the  is¬ 
suance,  amendment,  or  revocation  of  a 
regulation: 

(1)  All  of  the  documents  specified  in 
S  2.10(g). 

(il)  All  objectiems  and  requests  for 
hearing  filed  by  the  Hearing  Clerk  with 
respect  to  such  regulation  pursuant  to 
§§  2.110  and  2.112. 

(ill)  If  it  Involves  a  color  additive  reg¬ 
ulation  which  was  referred  to  an  advi¬ 
sory  committee  in  accordance  with  sec¬ 
tion  706(b)  (5)  (C)  of  the  act,  the 
complete  administrative  record  of  the 
advisory  committee  proceedings  and  its 
report  on  the  matter. 

(iv)  The  notice  denying  a  formal  evi¬ 
dentiary  public  hearing  published  in  the 
Federal  Register. 

(2)  If  the  proceeding  involves  the  is¬ 
suance,  amendment,  or  revocation  of  an 
order: 

(i)  The  notice  of  owH«1,unity  for 
hearing.  ' 

(ii)  All  requests  for  hearing  filed  by 
the  Hearing  Clerk  with  respect  to  such 
order  pursuant  to  {§2.111  and  2.112  of 
this  chapter. 

(ill)  The  record,  consisting  of  the 
transcripts,  minutes  of  meetings,  re¬ 
ports,  Federal  Register  notices,  and 
other  documents,  resulting  from  any  of 
the  optional  procedures  specified  in 
{2.113(c),  except  that  it  shall  not  in¬ 
clude  the  transcript  of  any  closed  por¬ 
tion  of  any  public  advisory  committee 
meeting. 
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(iv)  The  notice  denying  a  formal  evi¬ 
dentiary  public  hearing  published  in  the 
Federal  Register. 

(c)  The  administrative  record  speci¬ 
fied  in  paragraph  (b)  of  this  section  shall 
constitute  the  exclusive  record  for  the 
Commissioner’s  decision  on  denial  of  a 
formal  evidentiary  public  hearing  in 
whole  or  in  part.  The  record  of  the 
administrative  proceeding  shall  be  closed 
as  of  the  date  of  the  Commissioner’s 
decision  unless  some  other  date  for  the 
closing  of  the  record  is  specified  by  the 
Commissioner.  Thereafter  any  person 
who  requested  and  was  denied  a  hearing 
may  submit  a  petition  for  reconsidera¬ 
tion  pursuant  to  {  2.8  and  a  petition  for 
stay  of  action  pursuant  to  {  2.9.  Any 
person  who  wishes  to  rely  upon  data,  in¬ 
formation,  or  views  not  included  in  the 
administrative  record  shall  submit  it  to 
the  Commissioner  with  a  new  petition 
to  modify  the  final  regulation  or  order 
pursuant  to  {2.6(a). 

(d)  Any  determination  denying  a  re¬ 
quest  for  a  formal  evidentiary  public 
hearing  in  whole  or  in  part  by  any  per¬ 
son  who  has  an  opportunity  for  such  a 
hearing  under  the  provisions  of  the  laws 
administered  by  the  (Commissioner  spec¬ 
ified  in  {  2.12(c)  constitutes  final  agency 
action  reviewable  in  the  courts,  piusuant 
to  the  specific  statutory  provisions  gov¬ 
erning  the  matters  involved,  as  of  the 
date  of  publication  in  the  Federal  Reg¬ 
ister  of  the  denial  of  the  public  hearing 
in  whole  or  in  part. 

(1)  Before  r^uesting  an  order  from 
a  court  for  relief  pending  review,  any 
person  seeking  judicial  review  shall  first 
submit  a  petition  for  a  stay  of  action 
pursuant  to  {  2.9. 

(2)  The  Food  and  Drug  Administra¬ 
tion  will  request  consolidation  in  a  single 
court  of  all  petitions  for  judicial  review 
related  to  a  particular  matter  pursuant 
to  28  UJ3.C.  2112(a). 

(3)  TTie  time  foT  filing  a  petition  for 
judicial  review  of  a  determination  by  the 
Commissioner  denying  a  public  hearing 
on  a  particular  objection  or  issue  shall 
begin  as  of  the  date  of  publication  in 
the  Federal  Register  of  the  (Commis¬ 
sioner’s  determination.  TTie  failure  to  file 
such  a  petition  within  the  period  estab¬ 
lished  in  the  specific  sta^tory  provi¬ 
sions  governing  the  matter  involved  shall 
constitute  a  waiver  of  the  right  to  Judi¬ 
cial  review  of  that  objection  or  Issue  at 
any  later  time,  regardless  whether  a 
hearing  has  been  granted  on  other  ob¬ 
jections  and  Issues. 

§  2.116  Judicial  review  after  waiver  of 
hearing  on  a  regulation. 

(i)  Any  persons  who  has  a  right  to 
submit  objections  and  a  request  for 
hearing  pursuant  to  {  2.110(d)  may  in¬ 
stead  submit  objections  and  waive  the 
right  to  request  a  hearing.  Such  waiver 
may  consist  either  of  an  explicit  state¬ 
ment  waiving  such  right,  or  of  a  failure 
to  request  a  hearing  as  provided  in 
{  2.112(a)(4). 

(b)  Where  any  person  submits  an  ob¬ 
jection  and  waives  the  right  to  request 
a  hearing,  the  Commissioner  shall  rule 
upon  such  objection  pursuant  to  {{  2.113 


through  2.115.  The  Commissioner  may, 
in  his  discretion,  order  a  hearing  on  the 
matter  pursuant  to  any  of  the  provi¬ 
sions  of  this  Part  regardless  whether  a 
hearing  is  requested. 

(c)  If,  after  the  notice  published  by 
the  Commissioner  in  the  Federal  Reg¬ 
ister  ruling  upon  any  such  objection, 
no  hearing  is  granted  with  respect  to 
the  matters  covered  by  such  objection, 
and  the  Commissioner  rules  adversely 
on  such  objection,  the  person  may  peti¬ 
tion  for  judicial  review  of  the  Commis¬ 
sioner’s  ruling  on  such  objection  in  a 
United  States  Coiirt  of  Appeals  pursuant 
to  the  applicable  provisions  in  the  act. 

(1)  The  record  for  judicial  review 
shall  be  the  record  designated  in  {  2.115 
(b)(1). 

(2)  The  time  for  filing  such  a  petition 
for  judicial  review  shall  begin  as  of  the 
date  of  publication  in  the  Federal  Reg¬ 
ister  of  the  Commissioner’s  ruling  on 
such  objection. 

§  2.117  Request  for  alternative  form  of 
public  hearing. 

(a)  A  person  who  has  a  right  to  an 
opportunity  for  a  hearing  under  this 
Subpart  B  may  waive  that  opportunity 
and  in  lieu  thereof  request  one  (rf  the  fol¬ 
lowing  alternative  forms  of  public  hear¬ 
ing: 

(1)  A  public  hearing  before  a  Public 
Board  of  Inquiry  pursuant  to  Subpart  C 
of  this  Part. 

(2)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpart 
D  of  this  Part. 

(3)  A  public  hearing  before  the  Com¬ 
missioner  pursuant  to  Subpart  E  of  this 
Part. 

(b)  Any  such  request: 

(1)  May  be  on  his  own  Initiative  or 
at  the  suggestion  of  the  Commissioner. 

(2)  Shall  be  submitted  in  writing  to 
the  Hearing  Clerk  pursuant  to  {  2.7. 

(3)  Shall  be  submitted  at  any  time 
prior  to  publication  of  a  notice  of  hearing 
pursuant  to  {  2.118  or  a  denial  of  hearing 
pursuant  to  {  2.115. 

(4)  ShaUbe: 

(i)  In  lieu  of  a  request  for  a  hearing 
under  this  Subpart  B.  or 

(li)  If  submitted  after  or  with  a  re¬ 
quest  for  a  hearing  under  this  Subpart 
B,  in  the  form  of  a  waiver  of  the  right 
to  an  (H>portunity  for  such  a  hearing  con¬ 
ditioned  upon  an  alternative  form  of 
public  hearing.  Upon  acceptance  by  the 
Ccxnmlssloner,  such  a  w^ver  becomes 
binding  and  can  thereafter  be  withdrawn 
only  by  waiving  any  right  to  any  form  of 
a  hearing  unless  the  Commissioner  for 
good  cause  determines  otherwise. 

(c)  Where  more  thsm  one  person  has 
requested  and  justified  a  hearing  xuider 
this  Subpart  B,  an  alternative  form  of 
hearing  will  be  used  only  if  all  such  per¬ 
sons  concur  and  waive  their  right  to  an 
opportunity  for  a  hearing  under  this 
Subpart  B. 

(d)  The  Cwnmlssloner  will  determine 
whether  an  alternative  form  of  public 
hearing  should  be  used,  and  if  so  which 
alternative  will  be  acceptable  to  him, 
after  considering  the  requests  submitted 
and  the  appropriateness  of  the  altema- 
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live  forms  of  public  hearing  for  the  issues 
raised  in  the  objections.  Upon  acceptance 
by  the  Commissioner,  such  acceptance 
becomes  binding  upon  him  unless  the 
Commissioner  for  good  cause  determines 
otherwise. 

(e)  The  Commissioner  shall  publish 
in  the  Federal  Register  a  notice  of  hear¬ 
ing  announcing  an  alternative  form  of 
public  hearing  pursuant  to  this  section, 
setting  forth  the  following  information: 

(1)  A  stat^ent  of  the  provisions  of 
the  regulation  or  order  which  is  the  sub¬ 
ject  of  the  public  hearing. 

(2)  A  statement  specifying  any  part 
of  the  regulation  or  order  which  has 
been  stayed. 

(i)  Any  part  of  a  regulation  or  order 
which  is  subject  to  an  opportunity  for  a 
hearing  imder  this  Subp^  B  pursuant 
to  statutory  provisions  under  which  the 
filing  of  pr(^r  objections  and  a  request 
for  hearing  automatically  stays  the  reg¬ 
ulation  or  order,  and  for  which  a  puUiic 
hearing  has  been  granted,  shall  be 
stayed. 

(ii)  The  Commissioner  may,  in  his 
discretion,  stay  in  whole  or  in  part  any 
regulation  or  order  which  is  not  required 
by  statute  to  be  stayed. 

(3)  The  time,  date,  and  place  of  the 
hearing,  or  a  statement  that  such  infor¬ 
mation  shall  be  contained  in  a  subse¬ 
quent  notice  published  in  the  Federal 
Register. 

(4)  The  names  of  the  parties  to  the 
public  hearing. 

(5)  A  statement  of  the  issues  to  be 
considered  at  the  public  hearing.  The 
statement  of  the  issues  determines  the 
scope  of  the  public  hearing. 

(6)  If  the  public  hearing  will  be  con¬ 
ducted  by  a  Public  Board  of  Inquiry: 

(1)  The  time  within  which  the  parties 
may  submit  nominees  for  the  Board  pur¬ 
suant  to  §  2.203(b). 

(li)  The  time  within  which  appear¬ 
ances  shall  be  filed  by  any  person  who 
wishes  to  participate  in  the  proceeding. 
An  appearance  shall  be  filed  in  the  form 
and  pusrant  to  the  requirements  specified 
in  §2.131. 

(iii)  The  time  within  which  partici¬ 
pants  shall  submit  written  data  and  in¬ 
formation  pursuant  to  §  2.205.  The  notice 
shall  list  the  contents  of  the  portions  of 
the  administrative  record  of  the  proceed¬ 
ing  as  of  that  time  relevant  to  the  issues 
to  be  considered  at  the  public  hearing  be¬ 
fore  the  Board,  and  shall  state  that  such 
portions  have  been  placed  on  public  dis¬ 
play  in  the  ofiBce  of  the  Hearing  Clerk 
and  that  additional  copies  of  any  ma¬ 
terial  already  submitted  pursuant  to 
§  2.205  need  not  be  included  with  any 
later  submissions  by  participants  in  the 
proceeding. 

(7)  If  the  public  hearing  will  be  con¬ 
ducted  by  a  Public  Board  of  Inquiry  or  a 
public  advisory  committee,  a  statement 
whether  the  findings  and  conclusions  re¬ 
sulting  from  such  public  hearing  shall 
have  the  legal  status  and  be  handled  as 
a  recommended  decision  or  as  an  initial 
decision  purusant  to  §  2.180.  If  the  notice 
of  hearing  is  silent  cm  this  matter,  the 
findings  and  conclusions  shall  be  an  ini¬ 
tial  decision. 


(f)  The  findings  and  conclusions  re¬ 
sulting  from  a  public  hearing  before  a 
Public  Board  of  Inquiry  or  a  public  ad¬ 
visory  committee  pursuant  to  this  sec¬ 
tion  shall  have  the  same  legal  status  and 
be  handled  as  a  recommended  decision  or 
an  initial  decision  of  a  presiding  officer 
issued  pursuant  to  §  2.180,  as  determined 
by  the  notice  of  hearing  published  pur¬ 
suant  to  paragraph  (e)  of  this  section. 
The  findings  and  conclusions  resulting 
from  a  public  hearing  before  the  Com¬ 
missioner  pursuant  to  this  section  shall 
have  the  same  legal  status  and  be  han¬ 
dled  as  a  tentative  order  issued  pursuant 
to  §  2.181.  Thereafter,  the  participants 
in  the  proceeding  may  pursue  the  admin¬ 
istrative  and  court  remedies  that  are 
available  as  specified  in  §§  2.180  through 
2.191. 

(g)  If  a  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpart 
D  of  this  Part  or  a  public  hearing  before 
the  Commissioner  pursuant  to  Subpart  E 
of  this  Part  is  used  as  an  alternative  form 
of  hearing  pursuant  to  this  section,  all 
submissions  relating  to  the  hearing  which 
constitute  the  administrative  record  of 
the  hearing  shall  be  made  to  the  Hearing 
Clerk  and  the  provisions  of  §  2.5  (j)  shall 
govern  the  availability  of  such  submis¬ 
sions  for  public  examination  and  copying. 

§  2.1 18  Notice  of  hearing;  stay  of  action. 

(а)  If  the  Commissioner  determines 
upon  review  of  the  objections  and  re¬ 
quests  for  hearing  filed  pursuant  to 
§§  2.110  through  2.114  that  a  formal  evi¬ 
dentiary  public  hearing  has  been  justi¬ 
fied  on  any  issue,  he  shall  publish  a  no¬ 
tice  of  such  determination  in  the  Federal 
Register,  setting  forth  the  following  in¬ 
formation: 

(1)  A  statement  of  the  provisions  of 
the  regulation  or  order  which  is  the  sub¬ 
ject  of  the  formal  evidentiary  public 
hearing. 

(2)  A  statement  specifying  any  part  of 
the  regulation  or  order  that  has  been 
stayed. 

(i)  Any  part  of  a  regulation  or  order 
which  is  subject  to  an  opportunity  for 
a  hearing  under  this  Subpart  B  pursuant 
to  statutory  provisions  under  which  the 
filing  of  proper  objections  and  a  request 
for  hearing  automatically  stays  the  reg¬ 
ulation  or  order,  and  for  which  a  hear¬ 
ing  has  been  requested  and  justified,  shall 
be  stayed. 

(ii)  The  Commissioner  may,  in  his  dis¬ 
cretion,  stay  in  whole  or  in  part  any 
regulation  or  order  which  is  not  required 
by  statute  to  be  stayed. 

(3)  The  names  of  the  parties  to  the 
formal  evidentiary  public  hearing. 

(4)  A  statement  of  the  Issues  of  fact 
raised  by  the  objections  and  request  for 
hearing  as  to  which  a  hearing  has  been 
justified. 

(5)  A  statement  of  any  objections  or 
requests  for  hearing  as  to  which  a  hear¬ 
ing  has  not  been  justified,  which  shall 
be  subject  to  the  provisions  of  §  2.115. 

(б)  The  designation  of  the  presiding 
officer  to  conduct  the  hearing  or  a  state¬ 
ment  that  the  presiding  officer  will  be 
designated  In  a  subsequent  notice. 


(7)  The  time  within  which  notices  of 
appearance  shall  be  filed  pursuant  to 
§  2.131. 

(8)  The  date,  time,  and  place  when 
the  prehearing  conference  will  com¬ 
mence  or  a  statement  that  such  date, 
time,  and  place  will  be  announced  in  a 
subsequent  notice.  The  prehearing  con¬ 
ference  shall  not  commence  until  after 
the  time  for  disclosure  of  data  and  in¬ 
formation  specified  in  §  2.153  has 
expired. 

(9)  The  time  within  which  partici¬ 
pants  shall  submit  written  data.  Infor¬ 
mation,  and  views  pursuant  to  §  2.153. 
The  notice  shall  list  the  contents  of  the 
portions  of  the  administrative  record  of 
the  proceeding  as  of  that  time  relevant 
to  the  Issues  to  be  considered  at  the 
public  hearing  and  shall  state  that  such 
portions  have  been  placed  on  public  dis¬ 
play  in  the  office  of  the  Hearing  Clerk 
and  that  additional  copies  of  any  ma¬ 
terial  already  submitted  pursuant  to 
§  2.153  need  not  be  included  with  any 
later  submissions  by  participants  in  the 
proceeding. 

(10)  Whether  the  presiding  officer  will 
prepare  a  recommended  decision  or  an 
initial  decision  pursuant  to  §§  2.180 
through  2.184. 

(b)  The  statement  of  the  issues  of 
fact  raised  by  the  objections  or  request 
for  hearing  as  to  which  a  hearing  has 
been  justified  determines  the  scope  of  the 
formal  evidentiary  public  hearing  and 
the  matters  as  to  which  the  development 
of  evidence  will  be  permitted.  The  state¬ 
ment  of  the  Issues  of  fact  may  be  revised 
by  order  of  the  presiding  officer,  except 
that  it  shall  not  be  revised  to  include  any 
issue  as  to  which  the  Commissioner  has 
not  granted  a  hearing. 

(c)  A  formal  evidentiary  public  hear¬ 
ing  shall  be  deemed  to  commence  as  of 
the  date  of  publication  of  the  notice  of 
hearing  in  the  Federal  Register. 

§  2.119  Effective  date  of  a  regulation. 

(a)  If  no  objections  are  filed  and  no 
hearing  is  requested  on  a  regulation  pur¬ 
suant  to  §  2.110(e) ,  the  regulation  shall 
be  effective  on  the  date  specified  in  the 
notice  promulgating  it. 

(b)  The  Commissioner  shall  publish 
a  notice  in  the  Federal  Register  stating 
that  fact.  Such  notice  may  extend  the 
time  for  compliance  with  the  regulation. 

§  2.120  Effective  date  of  an  order. 

(a)  If  a  person  who  is  subject  to  a 
notice  of  opportunity  for  hearing  pub¬ 
lished  in  the  Federal  Register  pursuant 
to  §  2.111(b)  does  not  request  a  hearing, 
the  Commissioner: 

(1)  Shall  issue  a  final  order  published 
in  the  Federal  Register  withdrawing 
approval  of  an  NDA,  NADA,  or  biologies 
license,  in  whole  or  in  part,  and  estab¬ 
lishing  the  effective  date  of  such  final 
order. 

(2)  If  the  final  order  involves  an 
NADA,  shall  forthwith  revoke,  in  whole 
or  In  part,  the  api^cable  regulation  pur¬ 
suant  to  section  512(1)  of  the  act. 

(b)  If  a  person  who  Is  subject  to  a 
notice  of  opportunity  for  hearing  pub¬ 
lished  in  the  Federal  Register  pursuant 


FEDERAL  REGISTER,  VOL  40,  NO.  102— TUESDAY,  MAY  27,  1975 


23004 


RULES  AND  REGULATIONS 


to  S  2.111(b)  re<iue6ts  a  hearing  and 
others  do  not,  the  (Dtmunlssioner  may 
Issue  a  final  order  covering  all  such  drug 
products  at  onoe  or  may  issue  more  than 
one  final  order  covoing  different  drug 
products  at  different  times. 

Appearance  and  Practice 
§  2.130  Appearance. 

(a)  Any  Interested  person  may  appear 
in  person  or  by  or  with  counsd  or  other 
duly  qualified  representative  in  any  for¬ 
mal  evidentiary  public  hearing  and,  sub¬ 
ject  to  i  2.155,  may  be  heard  with  respect 
to  all  matters  relevant  to  the  issues  under 
consideration. 

(b)  Any  perscm  appearing  in  a  repre¬ 
sentative  capacity  in  any  such  hearing 
shall  sidxnlt  a  signed  statement  of  au- 
thoriaatlon  or  other  documentation  veri¬ 
fying  his  authority  to  do  so. 

§  2.131  Wrinen  notice  of  appearance. 

(a)  Any  Interested  person  desiring  to 
appear  at  any  formal  evidentiary  pubUc 
hiring  shall,  within  30  days  after  pid>- 
llcation  of  the  notice  of  hearing  in  the 
Federal  Register  pursuant  to  { 2.117, 
file  with  the  Hearing  Clerk  in  accord¬ 
ance  with  i  2.5  a  written  notice  of  ap- 
pearance  in  the  form  specified  in  para¬ 
graph  (b)  of  this  section.  The  notice  shall 
state  with  particularity  the  person’s  in¬ 
terest  in  the  proceeding  and  shall  set 
forth  the  issues  on  which  the  person 
desires  to  be  heard. 

(b)  The  form  at  the  written  notice 
of  appearance  shall  be  as  follows; 


(Date) 

Heckling  Clerk,  Food  and  Drug  Admlntetm- 
tlaii.  Department  oS  Health,  Xduoatlon,  and 
Waiiare,  Rm.  4-85,  6800  Flsbera  Lane, 
BockvUle,  MD  >0862 

Nones  or  Appearance 
Docket  No. _ 

Pursuant  to  the  provUdems  of  21  GPR  2.121 
governing  the  procedure  In  this  matter, 
please  enter  the  appearance  of: 


(Name) 


(Street  address) 


(City  and  State) 


(Telephone  number) 

on  behsklf  of: 


(Name) 


(Street  address) 


(City  and  State) 


(Telephone  number) 

The  following  statonents  are  made  as  part 
of  this  notice  of  appearance. 

A.  Specific  Interest.  (A  statement  of  the 
epedlic  interest  of  the  person  in  the  pro¬ 
ceeding,  Including  the  specific  Issues  of  fact 
concerning  which  the  person  desires  to  be 
heard.) 

B.  Commitment  to  Participate.  (A  state¬ 
ment  that  the  person  will  present  documen¬ 
tary  evidence  or  testlnxmy  at  the  hearing 
and  wlU  oon4>ly  with  the  requirements  of  21 
CFR  2.163,  or,  in  the  case  of  a  hearing  before 
a  Public  Board  of  Inquiry,  with  the  require¬ 
ments  of  21  CFR  2.205.) 


C.  Statement  of  RepreaentatUm.  (If  the 
person  is  appearing  tn  a  rsprsseotatlve  ca¬ 
pacity,  a  statement  that  he  la  authorlaed  to 
do  so.  A  signed  statement  of  anthorlaatlaa 
or  other  documentation  verifying  bis  author- 
tty  ahall  be  attached.) 


(Signed) 

(c)  All  notices,  pleadings,  documents, 
and  other  submissions  to  be  served  upon 
a  person  in  the  course  of  the  hearing 
pursuant  to  S  2.151  shall  be  mailed  to  the 
address  shown  in  the  notice  of  appe^- 
ance  or  delivered  in  person  to  the  person 
specified  in  the  notice  of  appearance. 

(d)  A  written  notice  of  appearance 
may  be  amended  by  filing  a  new  written 
notice  of  appearance  and  serving  it  upon 
all  participants  in  the  hearing. 

(e)  No  person  may  participate  in  any 
aspect  or  at  any  stage  of  a  formal  evi¬ 
dentiary  public  hearing  if  he  has  not  filed 
a  written  notice  of  appearance  or  if  his 
notice  of  appearance  has  been  stricken 
pursuant  to  paragraph  (g)  of  this  sec¬ 
tion. 

(f)  The  presiding  officer  may,  upon 
motion,  permit  a  person  to  file  a  written 
notice  of  appearance  in  the  hearing  after 
the  30-day  time  period  for  filing  such 
notices  has  expired,  but  only  upon  a 
showing  of  good  cause  as  to  why  such  a 
notice  was  not  filed  within  such  time  pe¬ 
riod. 

(g)  The  presiding  officer  may  strike 
the  cqipearance  of  any  person,  after  giv¬ 
ing  him  an  (vportunity  to  show  cause 
why  his  appearance  should  not  be 
stricken,  for  nonparticipation  in  the 
hearing,  for  failure  to  comply  with  any 
requirement  of  this  subpart,  e.g.,  dis¬ 
closure  of  information  as  required  by 
S  2.153  or  the  prehearing  order  Issued 
pursuant  to  S  2.158,  or  for  violation  of 
the  rules  of  conduct  established  In 
i  2.156.  Any  person  whose  iq>pearance 
has  been  stricken  may  petition  the  Com¬ 
missioner  for  interlocutory  review  of 
such  acti(xi. 

Presiding  Officer 
§  2.140  Presiding  officer. 

A  presiding  officer  shall  preside  over 
every  formal  evidentiary  public  hearing 
held  pursuant  to  this  subpart.  The  pre¬ 
siding  officer  shall  be  the  Cixnmlssloner, 
a  member  of  the  office  of  the  Commis¬ 
sioner  to  whom  the  Commissioner  has 
delegated  the  responsibility  for  the  mat¬ 
ter  involved,  or  an  Administrative  Law 
Judge  qualified  under  5  n.8.C.  3105  and 
designated  by  the  Commissioner  to  con¬ 
duct  the  hearing  in  the  notice  of  hearing 
or  in  a  later  notice  published  pursuant 
to  S  2.118(a)  (6)  of  this  chapter. 

§  2.141  Commencement  of  functions. 

The  functions  of  the  presiding  officer 
shall  commence  upon  his  designation  and 
terminate  upon  the  forwarding  of  the 
recommended  decision  or  the  filing  of  the 
initial  decision  pursuant  to  S  2.180. 

§  2.142  Authority  of  presiding  officer. 

The  presiding  officer  shall  have  the 
authority  and  duty  to  ocmduct  a  fair  and 
expeditious  hearing  and  to  maintain 


order.  He  shall  have  all  powers  necessary 
to  these  ends.  Including,  but  not  limited 
to,  the  power  to: 

(a)  Arrange  and  Issue  notice  of  the 
date,  time,  and  place  of  oral  hearings  and 
conferences  and,  upon  pr(H>er  notice,  to 
change  the  date,  time,  and  place  of  oral 
hearings  and  conferences  previously  set. 

(b)  Establish  the  methods  and  pro¬ 
cedures  to  be  used  in  the  development  of 
evidentiary  facts.  Including  the  pro¬ 
cedures  q?eclfied  in  §  2.158(b)  and  to  rule 
upon  the  need  for  oral  testimony  and 
cross-examination  pursuant  to  §  2.154 
(b). 

(c)  Prepare,  after  considering  the 
views  of  the  participants,  written  state¬ 
ments  of  areas  of  factual  disagreement 
cunong  the  participants. 

(d)  Hold  conferences  to  settle,  sim¬ 
plify,  or  determine  the  issues  in  a  hear¬ 
ing  or  to  consider  other  matters  that  may 
facilitate  the  expeditious  disposition  of 
the  hearing. 

(e)  Administer  oaths  and  affirmations. 

(f)  Regulate  the  course  of  the  hearing 
and  govern  the  conduct  of  participants 
therein. 

(g)  Examine  witnesses  and  inform 
witnesses  that  they  must  fully  respond 
to  all  questiems  or  have  all  of  their  testi¬ 
mony  stricken. 

(h)  Rule  on,  admit,  exclude,  or  limit 
evidence. 

(I)  Establish  the  time  for  filing  mo- 
tiems,  petitions,  briefs,  findings,  or  other 
submissions. 

(J)  Rule  (m  motions  and  other  pro¬ 
cedural  matters  pending  before  him. 

(k)  Rule  MX  motions  for  summary  de- 
cisi<m  in  accordance  with  S  2.159. 

(l)  Order  that  the  hearing  be  con¬ 
ducted  in  stages  in  cases  where  the  num¬ 
ber  of  parties  is  large  or  the  issues  are 
numerous  and  complex. 

(m)  Waive,  suspend,  or  modify  any 
rule  in  this  subpart  pursuant  to  8  2.25  if 
he  determines  that  no  party  will  be  prej¬ 
udiced.  the  ends  of  Justice  will  be  thereby 
served,  and  such  action  is  in  accordance 
with  law. 

(n)  Strike  the  appearance  of  any  per¬ 
son  pursuant  to  I  2.131  (g)  or  exclude  any 
person  from  the  hearing  pursuant  to 
8  2.156  or  otherwise  take  reasonable  dis¬ 
ciplinary  action. 

(o)  'I^e  any  action  permitted  to  the 
presiding  officer  as  authorized  by  this 
Subpart  B  or  in  conformance  with  law 
for  the  maintenance  of  order  at  the  hear¬ 
ing  and  for  the  expeditious,  fair,  and 
impartial  conduct  of  the  proceeding. 

§  2.143  Disqualification  of  presiding 
officer. 

(a)  Any  participant  in  the  proceeding 
may,  by  motion  made  to  the  presiding 
officer,  request  that  the  presiding  officer 
disqualify  himself  and  withdraw  from 
the  proceeding.  The  presiding  officer 
shall  rule  upon  any  such  motion  and 
shall  promptly  certify  the  motion  and  his 
ruling  thereon  to  the  Cconmlssioner  for 
interlocutory  review. 

(b)  A  presiding  officer  shall  withdraw 
fnxn  any  proceeding  in  which  he  deems 
himself  disqualified  for  any  reasMi. 
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§  2.144  Unavailability  of  presiding  offi¬ 
cer. 

(a)  In  the  event  that  the  presiding  of¬ 
ficer  is  unable  to  act  for  any  reason 
whatever,  the  powers  and  duties  to  be 
performed  by  him  In  connection  with  any 
proceeding  shall  be  assigned  by  the  Com¬ 
missioner  to  another  presiding  officer. 
Such  substitution  shall  have  no  effect  on 
any  aspect  of  the  hearing,  except  as  the 
new  presiding  officer  may  order  pursuant 
to  the  provisions  of  this  subpart. 

(b)  Any  motion  predicated  upon  such 
substitution  shall  be  made  within  10  days 
thereafter. 

Hearing  Procedures 

§  2.150  Filing  and  service  of  submit- 
sions. 

(a)  All  submissions,  including  plead¬ 
ings,  relating  to  a  formal  evidentiary 
public  hearing  shall  be  filed  with  the 
Hearing  Cleric  pursuant  to  §  2.5. 

(b)  A  copy  of  each  such  submission 
shall  be  serv^  by  the  person  making  the 
sulmilssion  upon  each  other  participant 
in  the  proceeding,  except  that  submis¬ 
sions  of  documentary  data  and  informa¬ 
tion  may  but  are  not  required  to  be 
served  upon  each  pcuticiiiant.  Any  trans¬ 
mittal  letter,  pleading,  summary,  state¬ 
ment  of  position,  certification  pursuant 
to  paragraph  (d)  of  this  section,  or  other 
similar  document  accompanying  a  sub¬ 
mission  of  documentary  data  and  infor¬ 
mation  shall  be  served  upon  each  par¬ 
ticipant  pursuant  to  this  paragraph. 

(c)  Service  pursuant  to  this  section 
shall  be  accomplished  by  mailing  it  to  the 
address  shown  In  the  notice  of  appear¬ 
ance  or  by  personal  delivery. 

(d)  All  submissions  pursuant  to  this 
section  shall  be  accompanied  by  a  signed 
certification  stating  the  extent  to  which 
the  submission  has  been*  served  on  each 
participant,  or  is  exempt  from  such  serv¬ 
ice,  pursuant  to  paragraph  (b)  of  this 
section. 

(e)  No  written  submission  or  other 
portion  of  the  administrative  record  shall 
be  held  in  confidence,  except  as  provided 
in  {  2.171. 

§  2.151  Petition  to  parlieipale  in  forma 
pauperis. 

(a)  Any  participant  who  believes  that 
compliance  with  the  filing  and  service  re¬ 
quirements  of  this  section  constitutes  an 
unreasonable  financial  burden  shall  sub¬ 
mit  to  the  Commissioner  a  petition  to 
participate  in  forma  pauperis. 

(b)  Such  petition  shall  be  pursuant  to 
§  2.7,  except  that  the  heading  shall  be 
“REQUEST  TO  PARTICIPATE  IN 
FORMA  PAUPERIS,  DOCKET  NO. 
_ ”  Pursuant  to  the  guidelines  es¬ 
tablished  in  { 4.43  (b)  and  (c)  of  this 
chapter,  such  petition  shall  demonstrate 
that  either  (1)  the  person  is  Indigent  and 
his  participation  has  a  strong  public  in¬ 
terest  Justification,  or  (il)  such  partici¬ 
pation  is  in  the  public  interest  because  it 
can  be  considered  primarily  as  benefiting 
the  general  public. 

(c)  The  Commissioner  may,  in  his  dis¬ 
cretion,  grant  or  deny  such  petition.  If 
such  petition  is  granted,  the  participant 


may  file  only  one  copy  of  each  sutoiis- 
sion  with  the  Hearing  Clerk,  and  it  shall 
be  the  reepemsibility  of  the  Hearing 
dwk,  at  agency  expense,  to  make  suffi¬ 
cient  additional  copies  for  the  adminis¬ 
trative  record  and  to  serve  a  copy  upon 
each  other  participant. 

§  2.152  Advisory  opinions. 

Prior  to  or  during  the  pendency  of  any 
formal  evidentiary  public  hearing  any 
person  may  request  the  Commissioner 
for  an  advisory  opinion  as  to  the  appli¬ 
cability  to  a  specific  situation  of  any  reg¬ 
ulation  or  order  under  consideration  in 
an  administrative  proceeding.  Requests 
for  such  opinions  shall  be  made  pursuant 
to  §  2.19. 

§  2.153  Disclosurr  of  data  and  informa¬ 
tion  by  tlie  participants. 

(a)  Before  the  notice  of  hearing  is 
published  pursuant  to  §  2.118,  the  direc¬ 
tor  of  the  bureau  responsible  for  the  mat¬ 
ters  involved  in  the  hearing  shall  submit 
to  the  Hearing  Clerk : 

a)  The  relevant  portions  of  the  ad¬ 
ministrative  record  of  the  proceeding  up 
to  that  time.  Those  portions  of  the  ad¬ 
ministrative  record  of  the  proceeding 
which  are  not  relevant  to  the  issues  to  be 
considered  at  the  public  hearing  shall  not 
be  placed  on  public  display  and  shall  not 
be  part  of  the  administrative  record  of 
that  proceeding. 

(2)  All  documents  in  his  files  contain¬ 
ing  factual  data  and  Information, 
whether  favorable  or  unfavorable  to  his 
position,  which  relate  to  the  Issues  in¬ 
volved  in  the  hearing. 

(3)  All  other  documentary  data  and 
information  on  which  he  relies.  • 

(4)  A  narrative  statement  of  his  posi¬ 
tion  on  the  factual  issues  stated  In  the 
noMce  of  hearing  and  the  type  of  evidence 
he  Intends  to  introduce  in  the  hearing 
in  support  of  his  position. 

(5)  A  signed  statement  that,  to  the 
best  of  his  knowledge  and  belief,  the  sub¬ 
mission  complies  with  the  requirements 
of  this  section. 

(b)  Within  60  days  after  the  notice 
of  hearing  is  published  in  the  Federal 
Register  pursuant  to  S  2.118,  each  par¬ 
ticipant  shall  submit  to  the  Hearing 
Clerk  all  data  and  information  specified 
in  paragraphs  (a)  (2)  through  (5)  of  this 
section,  and  any  objections  with  respect 
to  the  (xxnpleteness  of  the  administra¬ 
tive  record  filed  pursuant  to  paragraph 
(a)  (1)  of  this  section. 

(c)  The  submissions  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section  may 
be  supplemented  later  in  the  proceeding, 
with  the  approval  of  the  presiding  offi¬ 
cer,  upon  a  showing  that  the  material 
contained  in  the  supplement  was  not  rea¬ 
sonably  known  or  available  when  the 
submission  was  made  or  that  the  rele¬ 
vance  of  the  material  contained  in  the 
supplement  could  not  reasonably  have 
been  foreseen  at  that  time. 

(d)  The  failure  to  comply  with  the 
provisions  of  this  section  in  the  case  of 
a  participant  shall  constitute  a  waiver 
of  the  right  to  participate  further  in  the 
hearing  and  in  the  case  of  a  party  shall 
also  constitute  a  waiver  of  the  right  to  a 
hearing. 


(e)  Any  documentary  data  and  infor¬ 
mation  submitted  by  one  participant  may 
be  referenced  by  another.  Participants 
are  encouraged  to  exchange  and  consoli¬ 
date  lists  of  documentary  evidence  prior 
to  reproducing  it  for  submission  to  the 
Heartog  Clerk  in  order  to  reduce  dupli¬ 
cative  submissions.  If  a  particular  docu¬ 
ment  is  bulky  or  is  in  limited  supply  and 
cannot  reasonably  be  reproduced,  and  it 
constitutes  relevant  evidence,  a  partici¬ 
pant  may  request  the  presiding  officer  for 
permission  to  submit  a  reduced  number 
of  copies  to  the  Hearing  Clerk. 

(f)  The  presiding  officer  shall  rule  on 
questions  relating  to  this  section. 

§  2.154  Purpose;  oral  and  written  testi¬ 
mony  ;  burden  of  proof. 

(a)  A  formal  evidentiary  public  hear¬ 
ing  is  held  for  the  purpose  of  receiving 
evidence  relating  to  an  issue  of  fact  de¬ 
termining  the  validity  of  a  regulation  or 
order  subject  to  such  a  hearing.  The 
objective  of  such  a  hearing  is  the  fair 
determination  of  facts  in  a  manner  con¬ 
sistent  with  the  right  of  all  interested 
persons  to  participate  and  the  public  in¬ 
terest  in  expeditiously  concluffing  con¬ 
troversies  over  mutters  affecting  the 
public  health  and  welfare. 

(b)  To  achieve  this  objective,  the  evi¬ 
dence  at  a  formal  evidentiary  public 
hearing  shall  be  developed  to  the  maxi¬ 
mum  feasible  extent  through  written 
submissions.  Including  written  direct 
testimcHiy  which  may  be  in  narrative  or 
in  question-and-answer  form,  written 
cross-examlnaticm,  and  such  other 
methods  for  the  testing  and  proper  eval¬ 
uation  of  factual  propositions  as  the 
presiding  officer  determines  are  neces¬ 
sary  for  a  full  and  true  disclosure  of 
relevant  evidentiary  facts. 

(1)  In  a  hearing  held  pursuant  to  sec¬ 
tion  409(f),  502(n),  507(f),  512(n),  701 
(e) ,  or  706(d)  of  the  act  or  section  4  or 
5  of  the  Fair  Packaging  and  Labeling 
Act  involving  the  issuance,  amendment, 
or  revocation  of  a  regulation: 

(1)  All  direct  testimony  shall  be  sub¬ 
mitted  in  writing,  except  upon  a  show¬ 
ing  that  written  direct  testimony  is  in¬ 
sufficient  to  adduce  testimony  for  a  full 
and  true  disclosure  of  relevant  eviden¬ 
tiary  facts  and  that  the  participant  will 
be  prejudiced  by  denial  of  a  request  to 
present  oral  direct  testimony. 

(li)  Oral  cross-examination  of  wit¬ 
nesses  shall  be  permitted  only  upon  a 
showing  that  the  cross-examination  re¬ 
quested  is  necessary  because  alternative 
means  of  developing  relevant  evidentiary 
facts  are  Insufficient  to  adduce  testimony 
required  for  a  full  and  true  disclosure 
of  relevant  evidentiary  facts,  and  that 
the  party  requesting  an  opportimity  for 
oral  cross-examination  will  be  preju¬ 
diced  by  denial  of  the  request. 

(2)  In  a  hearing  held  pursuant  to 
section  505  (d)  or  (e)  or  512  (d),  (e), 
(m)  (3) ,  or  (4)  of  the  act,  or  section  351 
(a)  of  the  Public  Health  Service  Act, 
involving  the  Issuance,  amendment,  or 
revocation  of  an  order,  the  issues  may 
have  general  applicability  and  depend 
upon  general  facts  that  do  not  cemeem 
any  particular  action  of  a  specific  party, 
e.g.,  the  safety  or  effectiveness  of  a  class 
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of  drug  products,  or  may  have  specific 
applicability  to  past  action  and  depend 
upon  particular  facts  concerning  only 
that  party,  e.g.,  the  applicability  of  a 
grandfather  clause  to  a  particular  brand 
of  a  drug  or  the  failure  of  a  particular 
manufacturer  to  meet  required  manu¬ 
facturing  and  processing  specifications 
or  other  general  standards. 

(i)  Where  the  proceeding  involves 
general  issues,  all  direct  testimony  shall 
be  submitted  in  writing,  except  upon  a 
showing  that  written  direct  testimony  is 
insufficient  to  adduce  testimony  for  a 
full  and  true  disclosure  of  relevant  evi¬ 
dentiary  facts  and  that  the  participant 
will  be  prejudiced  by  denial  of  a  request 
to  present  oral  direct  testimony.  Where 
the  proceeding  involves  particular  issues, 
each  party  shall  determine  whether,  and 
the  extent  to  which,  he  wishes  to  present 
his  direct  testimemy  orally  or  in  writing. 

(ii)  Oral  cross-examination  of  wit¬ 
nesses  shall  be  permitted  only  upon  a 
showing  that  the  cross-examination  re¬ 
quested  is  necessary  because  alternative 
means  of  developing  relevant  evidentiary 
facts  are  insufficient  to  adduce  testi¬ 
mony  required  for  a  full  and  true  dis¬ 
closure  of  relevant  evidentiary  facts,  and 
that  the  party  requesting  opportunity 
for  oral  cross-examination  will  be  prej¬ 
udiced  by  denial  of  the  request. 

(3)  All  oral  and  written  testimony  of 
witnesses  shall  be  imder  oath. 

(c)  In  cemsidering  whether  a  request 
for  cross-examination  of  a  particular 
witness  has  been  justified,  the  presiding 
officer  shall  take  into  account  the  follow¬ 
ing  factors: 

(1)  The  extent  to  which  a  full  and 
true  disclosure  with  respect  to  any  dis¬ 
puted  issue  of  fact  can  be  achieved 
through  the  presentation  of  additional 
direct  evidence. 

(2)  The  extent  to  which  there  are  cir¬ 
cumstantial  guarantees  of  the  trust¬ 
worthiness  of  the  direct  evidence  sought 
to  be  made  the  subject  of  cross- 
examination. 

(3)  Whether  the  particular  person’s 
testimony  sought  to  be  made  the  subject 
of  cross-examination  is  required  for  the 
resolution  of  any  disputed  issue  of  fact. 

(4)  Whether  a  dispute  concerns  facts 
in  contrast  to  the  inferences  and  con¬ 
clusions  to  be  drawn  from  the  facts. 

(5)  Whether  the  direct  evidence 
sought  to  be  made  the  subject  of  cross- 
examination  is  relevant  and  material  to 
the  issues  of  fact  as  to  which  the  hear¬ 
ing  has  been  justified. 

«d>  Except  as  provided  in  paragraph 
(e*  of  this  section,  in  any  formal  evi¬ 
dentiary  public  hearing  involving  the  is¬ 
suance,  amendment,  or  revocation  of  a 
regulation  or  order,  the  originator  of  the 
proposal  or  petition  or  of  any  significant 
modification  thereof  shall  be,  within  the 
meaning  of  5  U.S.C.  556(d),  the  pro¬ 
ponent  of  the  regulation  or  order,  and 
accordingly  shall  have  the  burden  of 
proof.  Any  participant  who  proposes  the 
substitution  of  a  new  provision  for  a  pro¬ 
vision  objected  to  shall  have  the 
burden  of  iM’oof  in  relation  to  the  new 
provision  so  proposed. 


(e>  At  any  formal  evidentiary  public 
hearing  involving  the  Issuance,  amend¬ 
ment.  or  revocation  of  a  regulation  or 
order  relating  to  the  safety  or  effective¬ 
ness  of  a  drug,  food  additive,  or  color  ad¬ 
ditive.  the  participant  who  is  con¬ 
tending  that  the  product  is  safe  or  ef¬ 
fective  or  both  amd  who  is  requesting  ap¬ 
proval  or  contesting  withdrawal  of  ap¬ 
proval  shall  have  the  burden  of  proof  in 
establishing  safety  or  effectiveness  or 
both  and  thus  the  right  to  approval.  The 
burden  of  proof  remains  on  s\ich  partic¬ 
ipant  in  an  amendment  or  revocation 
proceeding. 

§  2.153  Participation  of  nonparties. 

fa)  A  nonparty  participant  shall  have 
tiie  right: 

( 1  >  To  attend  all  conferences  (includ¬ 
ing  the  prehearing  conference) ,  oral 
proceedings,  and  arguments  held  in  con¬ 
nection  with  or  as  part  of  a  formal  evi¬ 
dentiary  public  hearing. 

(2)  To  submit  written  testimony  and 
documentary  evidence  for  inclusion  in 
the  record. 

(3)  To  file  written  objections,  briefs, 
and  other  pleadings. 

(4)  To  present  oral  argument. 

(b)  A  nonparty  participant  shall  not 
have  the  right: 

( 1 )  To  submit  written  interrogatories. 

(2)  To  conduct  cross-examination. 

(c)  Any  person  whose  petition  is  the 
subject  of  the  hearing  shall  have  the 
same  rights  as  a  party. 

(d)  The  presiding  officer  may,  in  his 
discretion,  permit  a  nonparty  participant 
additional  rights  when  he  concludes  that 
the  participant’s  interests  would  not  be 
adequately  protected  otherwise  or  that 
broader  participation  is  required  for  a 
full  and  true  disclosure  of  relevant  evi¬ 
dentiary  facts,  but  the  rights  of  a  non- 
party  participant  shall  in  no  event  ex¬ 
ceed  the  rights  of  a  party. 

§  2.156  Conduct  at  oral  hearing**  or  con¬ 
ferences. 

All  participants  in  a  formal  evidentiary 
public  hearing  shall  conduct  themselves 
with  dignity  and  observe  judicial  stand¬ 
ards  of  practice  and  ethics.  'They  shall 
not  indulge  in  personal  attacks,  unseemly 
wrangling,  or  intemperate  accusations  or 
characterizations.  A  representative  of 
any  party  shall  use  his  best  efforts  to  re¬ 
strain  his  client  from  improprieties  in 
connection  with  any  proceeding.  Disre¬ 
spectful,  disorderly,  or  contumacious 
language  or  contemptuous  conduct,  re¬ 
fusal  to  cmnply  with  directions,  con¬ 
tinued  use  of  dilatory  tactics,  or  refusal 
to  adhere  to  reasonable  standards  of 
orderly  and  ethical  conduct  during  any 
such  hearing,  shall  constitute  grounds  for 
immediate  exclusion  from  the  proceed¬ 
ing  at  the  direction  of  the  presiding 
officer. 

§  2.157  Time  and  place  of  prehearing 
conference. 

A  prehearing  conference  shall  com¬ 
mence  at  the  date,  time,  and  place  an¬ 
nounced  in  the  notice  of  hearing  or  in  a 
later  notice,  published  in  the  Federal 
Register  pursuant  to  §  2.118(a)  (8).  At 


that  conference  the  presiding  officer  shall 
establish  the  methods  and  procedures  to 
be  used  in  developing  the  evidence, 
determine  reasonable  time  periods  for  the 
conduct  of  the  hearing,  and  designate  the 
times  and  places  for  the  production  of 
witnesses  for  direct  and  cross-examina¬ 
tion  if  leave  to  conduct  oral  examination 
is  granted  on  any  issue,  insofar  as  is  prac¬ 
ticable  at  that  time. 

§  2.158  Prehearing  conference  proce¬ 
dure. 

(a)  All  participants  in  a  formal  evi¬ 
dentiary  hearing  shall  apF>ear  at  the 
prehearing  conferaice,  which  shall  not 
oonunence  until  after  the  time  for  dis¬ 
closure  of  data  and  Information  speci¬ 
fied  in  §  2.153  has  expired,  fully  prepared 
to  discuss  in  detail  and  resolve  all  mat¬ 
ters  specified  in  paragraph  (b)  of  this 
agenda  as  may  be  issued  by  the  Com¬ 
missioner  or  the  presiding  officer. 

(1)  All  participants  shall  cooperate 
fully  at  all  stages  of  the  proceeding  to 
achieve  the  objective  of  a  fair  and  ex¬ 
peditious  hearing,  through  advance  prep¬ 
aration  for  the  prehearing  conference, 
including  communications  between  the 
participants,  requests  for  information 
at  the  earliest  possible  time,  and  the 
commencement  of  preparation  of  testi¬ 
mony.  The  failure  of  any  participant  to 
appear  at  the  prehearing  conference  or 
to  raise  any  matters  that  could  reason¬ 
ably  be  anticipated  and  resolved  at  the 
prehearing  conference  shall  not  be  per¬ 
mitted  to  delay  the  progress  of  the  hear¬ 
ing  and  shall  constitute  a  waiver  of  the 
rights  of  the  participant  with  regard 
thereto,  including  all  objections  to  the 
agreements  reached,  actions  taken,  or 
rulings  issued  by  the  presiding  officer 
with  regard  thereto,  and  may  be  grounds 
for  striking  his  appearance  pursuant  to 
$  2.131. 

( 2 )  Each  participant  shall  bring  to  the 
prehearing  conference  the  following  spe¬ 
cific  information,  which  shall  be  filed 
with  the  Hearing  Clerk  pursuant  to 
5  2.151: 

(i)  Any  additional  data  or  informa¬ 
tion  to  supplement  the  submission  filed 
pursuant  to  §  2.153,  which  may  be  filed 
if  approved  pursuant  to  5  2.153(c) . 

(ii)  A  list  of  all  witnesses  whose  testi¬ 
mony  will  be  offered,  orally  or  in  writing, 
at  the  hearing,  together  with  a  full  cur¬ 
riculum  vitae  for  each  such  witness.  Ad¬ 
ditional  witnesses  may  later  be  identi¬ 
fied.  with  the  approval  of  the  presiding 
officer,  upon  a  showing  that  the  witness 
was  not  reasonably  available  at  the  time 
of  the  prehearing  conference  or  that  the 
relevance  of  his  views  could  not  reason¬ 
ably  have  been  foreseen  at  that  time. 

(iii)  All  prior  written  statements, 
which  shall  include  articles  and  any 
written  statement  signed  or  adopted,  or 
a  recording  or  transcription  of  an  oral 
statement  made,  by  the  persons  who 
have  been  identified  as  witnesses  if  all 
of  the  following  conditions  apply: 

(a)  The  statement  is  available  with¬ 
out  making  request  of  the  \\itness  or  any 
other  person. 

(b)  The  statement  relates  to  the  sub¬ 
ject  matter  of  the  witness’  testimony. 
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(c)  The  statement  either  was  made 
before  the  time  the  person  agreed  to  be¬ 
come  a  witness  or  has  been  made  publicly 
available  by  the  person. 

(b)  The  presiding  officer  shall  con¬ 
duct  a  prehearing  conference  for  the 
following  piuTxxses: 

(1)  To  determine  and  reduce  to  writ¬ 
ing  the  areas  of  factual  disagreement 
which  are  to  be  considered  at  the  formal 
evidentiary  hearing.  The  presiding  offi¬ 
cer  may: 

(1)  Require  each  participant  to  pre¬ 
pare  and  file  written  statements  of  posi¬ 
tion  on  the  areas  of  disagreement  de¬ 
scribed  in  the  notice  of  hearing. 

(il)  Require  each  participant  to  sum¬ 
marize  the  testimony  which  he  proposes 
to  present  in  support  of  his  position,  and 
to  describe  and  justify  any  additional 
dociunentary  evidence  not  included  with 
the  submission  piirsuant  to  §  2.153  and 
expected  to  be  introduced. 

(ill)  Consider  oral  or  written  argu¬ 
ment  with  respect  to  the  areas  of  dis¬ 
agreement  described  in  the  notice  of 
hearing  or  with  respect  to  objections 
thereto. 

(iv)  Hold  conferences  off  the  record  in 
an  effort  to  reach  agreement  as  to  fac¬ 
tual  questions  on  which  disagreement 
exists,  except  that  all  statements  as  to 
areas  of  disagreement  shall  be  reduced 
to  writing  or  be  the  subject  of  a  verbatim 
transcript  approved  by  the  participants. 

(2)  To  identify  the  most  appropriate 
techniques  for  the  development  of  the 
evidence  on  Issues  in  controversy  in  addi¬ 
tion  to  the  submissions  piu*suant  to 
§  2.153,  and  the  manner  and  sequence 
In  which  they  will  be  used,  including, 
where  oral  examination  is  to  be  con¬ 
ducted,  the  sequence  In  which  witnesses 
will  be  produced  for,  and  the  time  and 
place  of.  the  oral  examination.  The 
methods  and  procedures  which  the  pre¬ 
siding  officer  may  consider  for  use  in  de¬ 
veloping  the  evidence  Include  but  are  not 
limited  to: 

(1)  Submission  of  narrative  state¬ 
ments  of  position  on  each  factual  issue 
In  controversy. 

(li)  Submission  of  evidence  or  identi¬ 
fication  of  previously  submitted  evidence 
in  support  of  such  statements,  such  as 
affidavits,  verified  statements  of  fact, 
data,  studies,  reports,  and  any  other  type 
of  written  material. 

(iil)  Identification  of  all  witnesses  and 
submission  of  testimony  of  such  wit¬ 
nesses. 

(Iv)  Exchange  of  written  Interroga¬ 
tories  directed  to  particular  witnesses  for 
the  purpose  of  developing  the  evidence 
on  particular  disputed  facts. 

(v)  Written  requests  to  any  party  for 
the  production  of  additional  documenta¬ 
tion,  data,  or  other  Information  relevant 
and  material  to  the  facts  in  issue. 

(vl)  Submission  of  written  questions 
to  be  orally  propoimded  by  the  presiding 
officer  to  a  specific  witness. 

(vll)  Isolation  of  disputed  facts  as  to 
which  oral  examination  and/or  cross- 
examination  Is  appropriate  pursuant  to 
§  2.154(b). 

(3)  To  group  participants  with  sub¬ 
stantially  like  Interests  for  purposes  of 


eliminating  duplicative  or  repetitive  de¬ 
velopment  of  the  evidence,  making  and 
arguing  motions  and  objections.  Includ¬ 
ing  motions  for  siunmary  decision,  filing 
briefs,  and  presenting  oral  argument. 

(4)  To  hear  and  determine  objections 
to  the  admission  into  evidence  of  data 
and  information  submitted  pursuant  to 
§  2.153. 

(5)  TP  inve^gate  the  possibility  of 
obtaining  stipulations  and  admissions  of 
facts. 

(6)  To  consider  such  other  matters 
and  take  such  other  action  as  may  aid 
in  the  expeditious  disposition  of  the  pro¬ 
ceeding. 

(c)  The  presiding  officer  shall  prepare 
a  written  prehearing  order  reciting  the 
actions  taken  at  the  prehearing  confer¬ 
ence  and  setting  forUi  the  schedule  for 
the  hearing.  Such  order  shall  include  a 
written  statement  of  the  areas  of  factual 
agreement  and  disagreement  and  of  the 
methods  and  procedures  to  be  used  in 
developing  the  evidence  and  the  respec¬ 
tive  duties  of  the  parties  in  connection 
therewith.  Such  order  shall  control  the 
subsequent  course  of  the  hearing  unless 
modified  by  the  presiding  officer  for  good 
cause  shown. 

§  2.159  Summary  decisions. 

(a)  Any  participant  in  a  formal  evi¬ 
dentiary  public  hearing  may,  after  cwn- 
mencement  of  the  hearing,  submit  to  the 
Hearing  Clerk  pursuant  to  9  2.150  a  mo¬ 
tion  with  or  without  supporting  affidavits 
for  a  summary  decision  in  his  favor  with 
respect  to  any  issue  imder  consideration. 
Any  other  participant  may,  within  10 
days  after  service  of  the  motion,  which 
time  may  be  extended  for  an  additional 
10  dasrs  by  the  presiding  officer  for  good 
caxise  shown,  serve  opposing  affidavits  or 
coimtermove  for  siunmary  decision.  The 
presiding  officer  may,  in  his  discretion, 
set  the  matter  for  argiiment  and  can  for 
the  submission  of  briefs. 

(b)  The  presiding  officer  shaU  grant 
such  motion  if  the  objections,  requests 
for  hearing,  other  pleadings,  affidavits, 
and  any  material  fil^  in  connection  with 
the  hearing,  or  matters  officially  noticed, 
show  that  there  is  no  genuine  issue  as  to 
any  material  fact  and  that  a  participant 
Is  entitled  to  summary  decision. 

(c)  Affidavits  shaU  set  forth  such  facts 
as  would  be  admissible  in  evidence  and 
shaU  show  affirmatively  that  the  affiant 
is  competent  to  testify  to  the  matters 
stated  therein.  When  a  motion  for  sum¬ 
mary  decision  is  made  and  sur4X>rted  as 
provided  in  this  section,  a  participant  op¬ 
posing  the  motion  may  not  rest  upon 
mere  aUegations  or  denials  or  general 
descriptions  of  positions  and  contentions. 
His  response,  by  affidavits  or  as  otherwise 
provid^  In  this  section,  must  set  forth 
specific  facts  showing  that  there  is  a  gen¬ 
uine  issue  of  fact  for  the  hearing. 

(d)  Should  it  appear  from  the  affi¬ 
davits  of  a  participant  opposing  the  mo- 
Uon  that  he  cannot,  for  sound  reasons 
stated,  present  by  affidavit  facts  essential 
to  justify  his  opposition,  the  presiding 
offi^r  may  deny  the  motion  for  summary 
decision  or  may  order  a  continuance  to 
permit  affidavits  or  additional  evidence 


to  be  obtained  or  may  make  such  order 
as  is  just. 

(e)  If  on  motion  under  this  motion  a 
summary  decision  is  not  rendered  upon 
the  whole  case  or  for  all  the  relief  asked, 
and  development  of  evidentiary  facts  Is 
found  necessary,  the  presiding  officer 
shall  make  an  order  specifiring  the  facts 
that  appear  without  substantial  contro¬ 
versy  and  directing  further  evidentiarj* 
proceedings.  The  facts  so  specified  shall 
be  deemed  established. 

(f)  Any  participant  may  obtain  inter¬ 
locutory  review  by  the  Commissioner  of 
a  summary  decision  of  the  presiding 
officer. 

§  2.160  Receipt  of  evidence. 

(a)  A  formal  evidentiary  public  hear¬ 
ing  consists  of  the  development  of  evi¬ 
dence  and  the  resolution  of  factual  issues 
in  the  manner  set  forth  in  the  proce¬ 
dures  established  in  this  subpart  and 
in  the  order  issued  by  the  presiding 
officer  after  the  prehearing  conference. 

(b)  All  orders  issued  by  the  presiding 
officer,  transcripts  oral  hearings  or 
arguments,  written  statements  of  posi¬ 
tion,  written  direct  testimony,  written' 
interrogatories  and  the  responses 
thereto,  and  any  other  data,  studies, 
reports,  dociunentatlon,  information,  and 
other  written  material  of  any  kind  sub¬ 
mitted  in  the  proceeding  shall  be  a  part 
of  the  administrative  record  of  the  hear¬ 
ing,  and  shall  be  placed  on  public  display 
in  the  office  of  the  Hearing  cilerk 
promptly  upon  receipt  in  that  office,  ex¬ 
cept  as  provided  in  §  2.171. 

(c)  A  written  submission  to  the  record 
shall  be  admissible  as  evidence  unless 
a  participant  objects  and  the  presiding 
officer  excludes  it  as  inadmissible. 

(1)  The  presiding  officer  shall  exclude 
written  evidence  as  inadmissible  only  on 
the  following  grounds : 

(1)  The  evidence  is  a  document  that 
is  not  authentic,  or 

(li)  Ebcclusion  of  part  or  all  of  the 
written  evidence  of  a  participant  is  nec¬ 
essary  or  appropriate  to  enforce  the 
requirements  of  this  subpart. 

(2)  The  presiding  officer  shall  not  ex¬ 
clude  any  written  evidence  as  inadmis¬ 
sible  on  the  ground  that  it  is  irrelevant, 
immaterial,  or  repetitive.  All  such  writ¬ 
ten  evidence  shall  be  admitted  even  if 
it  is  of  no  probative  value.  Irrelevant  or 
immaterial  written  evidence  -^iha-ii  be  re¬ 
garded  as  such  and  shall  not  be  given 
weight  or  probative  value  because  of  its 
admission. 

(3)  Any  written  evidence  excluded  by 
the  presiding  officer  as  inadmissible  shall 
remain  a  part  of  the  administrative  rec¬ 
ord,  as  an  offer  of  proof,  for  purposes 
of  judicial  review. 

(d)  Oral  testimony,  whether  on  direct 
or  on  cross-examination,  shall  be  admis¬ 
sible  as  evidence  unless  a  participant 
objects  and  the  presiding  officer  excludes 
it  as  inadmissible. 

(1)  The  presiding  officer  shall  exclude 
oral  evidence  as  inadmissible  only  on  the 
following  grounds: 

(1)  The  oral  evidence  is  irrelevant,  im¬ 
material,  or  repetitive,  or 
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(ii)  Elxclusion  of  part  or  all  of  the  oral 
evidence  of  a  participant  is  necessary 
or  appropriate  to  enforce  the  require¬ 
ments  of  this  subpart. 

(2)  Whenever  oral  evidence  is  ex¬ 
cluded  by  the  presiding  officer  as  inad¬ 
missible,  the  participant  offering  such 
evidence  may  make  an  offer  of  proof, 
which  shall  be  part  of  the  record.  The 
offer  of  proof  shall  consist  of  a  brief 
statement,,  which  the  presiding  officer 
may  require  to  be  in  writing,  describing 
the  evidence  excluded.  Upon  review,  the 
Commissioner  may  reopen  the  hearing 
to  permit  such  evidence  to  be  admitted  if 
he  determines  that  its  exclusion  was 
erroneous  and  prejudicial. 

(e)  All  participants  shall  be  respon¬ 
sible  for  apprising  themselves  of  the 
contents  of  the  administrative  record  in 
timely  fashion  for  purix)ses  of  formulat¬ 
ing  objections  to  the  admissibility  of  any 
item  into  evidence  and  evaluating  the 
need  for  the  submission  of  additional 
evidence. 

(f)  The  presiding  officer  shall,  on  his 
ovn  initiative  as  the  circumstances  war¬ 
rant,  or  upon  the  motion  of  any  partici¬ 
pant  for  good  cause  shown,  schedule 
conferences  to  monitor  the  progress  of 
the  hearing,  narrow  and  simplify  the  is¬ 
sues,  and  consider  and  rule  on  motions, 
requests,  and  other  matters  concerning 
the  development  of  the  evidence. 

(g)  TTie  presiding  officer  shall  conduct 
such  proce^ngs  as  are  necessary  for  the 
taking  of  oral  testimony,  for  the  oral 
examination  of  witnesses  by  the  presiding 
officer  on  the  basis  of  written  questions 
previously  submitted  to  him  by  the  par¬ 
ties,  and  for  the  conduct  of  cross-exami- 
naticm  of  witnesses  by  the  parties.  The 
presiding  officer  shall  screen  written 
questions  submitted  to  him  to  be  asked 
orally  of  witnesses  in  order  to  exclude 
irrelevant  or  repetitious  questions.  The 
presiding  officer  shall  limit  oral  cross- 
examination  to  prevent  irrelevant  or 
repetitious  questions. 

(h)  The  presiding  officer  shall  order 
that  the  proceedings  be  closed  for  the 
taking  of  oral  testimony  relating  to  mat¬ 
ters  specified  in  S  2.5(j)  (3) .  Participation 
in  such  closed  proceedings  shall  be  lim¬ 
ited  to  the  witness,  his  counsel,  and  Fed¬ 
eral  Gtovemment  Executive  Branch  em¬ 
ployees  and  special  government  employ¬ 
ees.  Such  closed  proceedings  shall  be 
permitted  only  for  such  oral  testimony 
as  directly  relates  to  matters  specified  in 
§  2.5(j)  (3)  and  shall  not  include  other 
matters. 

(i)  Any  party  may  at  any  time  move 
for  an  order  that  the  taking  of  evidence 
be  concluded.  Such  motion  shall  be 
granted  unless  within  10  days  of  service 
thereof  a  participant  files  an  opposition 
to  such  motion,  supported  by  an  affidavit 
stating  that  he  wishes  to  submit,  or  by 
specified  means  adduce,  additional  evi¬ 
dence  on  facts  relevant  to  the  issues  at 
the  hearing,  describing  the  nature  of 
such  evidence,  and  estimating  the  time 
necessary  to  submit  or  adduce  it.  In  the 
event  that  such  an  opposition  is  filed,  the 
presiding  officer  may  (1)  grant  the  mo¬ 
tion  if  it  appears  that  the  evidence  de¬ 
scribed  in  the  affidavit  filed  in  support  of 


the  opposition  does  not  relate  to  rele¬ 
vant  facts  or  is  duplicative  or  cumulative 
of  evidence  already  on  record  at  the 
hearing,  (2)  deny  the  motion,  or  (3) 
grant  the  motion  but  postpone  its  effect 
to  a  specified  date  in  order  that  the  par¬ 
ticipant  opposing  it  may  submit  or  ad¬ 
duce  the  evidence  described  in  the  affi¬ 
davit.  Upon  the  denial  of  a  motion  made 
under  this  paragraph,  or  the  granting  of 
a  motion  with  a  postponed  effective  date, 
no  participant  may  submit  additional  evi¬ 
dence  unless  he  has  filed  an  opposition 
to  the  motion,  and  any  participant  who 
has  filed  an  opposition  shall  confine  the 
submission  of  additional  evidence  to  the 
matters  set  forth  in  the  affidavit  in 
support  of  the  opposition. 

§  2.161  Official  notice. 

(a)  Upon  motion  of  any  participant, 
the  presiding  officer  shall  take  official 
notice  of  official  publications  of  the  Food 
and  Drug  Administration  and  other  Fed¬ 
eral  agencies  and  of  any  technical,  scien¬ 
tific,  or  other  fact  that  is  not  subject  to 
reasonable  dispute  in  that  it  is  capable  of 
accurate  and  ready  determination  by 
resort  to  sources  whose  accuracy  cannot 
reasonably  be  questioned. 

(b)  The  presiding  officer  may  take  of¬ 
ficial  notice  of  matters  whether  requested 
to  do  so  or  not. 

(c)  Where  official  notice  is  requested 
to  be  taken  or  is  taken  of  a  material  fact 
not  appearing  in  the  evidence  of  record, 
any  participant,  on  timely  request,  shall 
be  afforded  an  opportunity  to  show  the 
contrary. 

§  2.162  Briefs  and  argument. 

(a)  As  soon  as  possible  after  the  com¬ 
pletion  of  the  taking  of  evidence,  the 
presiding  officer  shall  announce  a  sched¬ 
ule  for  the  filing  of  briefs.  Briefs  shall 
include  a  statement  of  position  on  each 
issue  as  supported  by  the  evidence  of 
record,  with  specific  and  complete  cita¬ 
tions  to  the  evidence,  together  with  cita¬ 
tions  of  points  of  law  relied  upon.  Briefs 
shall  contain  procKxsed  findings  of  fact 
and  conclusions  of  law. 

(b)  The  presiding  officer  may  permit 
the  presentation  of  oral  argument  at  his 
discretion  and  in  such  manner  as  he  be¬ 
lieves  is  both  practical  and  fair. 

(c)  Briefs  and  oral  argument  shall 
attempt  to  refrain  from  disclosing  spe¬ 
cific  details  of  written  and  oral  testimony 
and  documents  relating  to  matters  spe¬ 
cified  in  §2.5(j>(3),  but  any  reference 
essential  to  resolution  of  the  issues  in¬ 
volved  shall  be  permitted. 

§  2.163  Interlocutory  appeal  from  rul¬ 
ing  of  presiding  officer. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section  and  in  §§  2.131(g), 
2.143(a),  2.159(f),  and  2.165(0,  where 
an  interlocutory  appeal  is  specifically  au¬ 
thorized  by  this  subpart,  rulings  of  the 
presiding  officer  may  not  be  appealed  to 
the  Commissioner  prior  to  his  considera¬ 
tion  of  the  entire  administrative  record 
of  the  hearing. 

(b)  Any  ruling  of  the  presiding  officer 
shall  be  the  subject  of  an  interlocutory 
appeal  to  the  Commissioner  where  the 
presiding  officer  certifies  on  the  record  or 


in  writing  that  such  an  Interlocutory  ap¬ 
peal  is  necessary  to  prevent  exceptional 
delay,  expense,  or  prejudice  to  any  par¬ 
ticipant,  or  substantial  harm  to  the  pub¬ 
lic  interest. 

(c)  Where  an  interlocutory  appeal  is 
made  to  the  Commissioner,  any  partici¬ 
pant  may  file  a  brief  with  the  Commis¬ 
sioner  within  such  pieriod  as  the  Com¬ 
missioner  directs.  Oral  argument  will  be 
heard  only  at  the  discretion  of  the  Com¬ 
missioner. 

§  2.164  Official  transcript. 

(a)  Any  oral  testimony  given  at  a  for¬ 
mal  evidentiary  public  hearing  shall  be 
reported  verbatim.  The  presiding  officer 
will  make  provision  for  a  stenographic 
record  of  the  testimony  and  for  such 
copies  of  the  transcript  thereof  as  he  re¬ 
quires  for  his  own  purpose. 

(b)  One  copy  of  such  transcript  shall 
be  placed  on  public  display  in  the  office 
of  the  Hearing  Clerk  upon  receipt,  where 
it  may  be  reviewed  by  any  interested 
person. 

(c)  Any  person  desiring  a  copy  of  the 
transcript  of  the  testimony  taken  at  the 
hearing  or  of  any  part  thereof  shall  be 
entitled  to  the  same,  except  as  provided 
in  §  2.171,  upon  application  to  the  official 
reporter  and  payment  of  the  costs 
thereof  or  pursuant  to  the  provisions  of 
Part  4  of  this  chapter. 

§  2.165  Motions. 

(a)  Any  participant  may  make  a 
motion,  including  any  request,  to  the 
presiding  officer  with  respect  to  any  mat¬ 
ter  relating  to  the  proceeding.  All  mo¬ 
tions  shall  be  filed  pursuant  to  §  2.150, 
except  those  made  in  the  course  of  an 
oral  hearing  before  the  presiding  officer. 

(b)  Within  10  days  after  service  of  any 
such  motion,  which  may  be  shortened  to 
3  days  or  extended  for  an  additional  10 
days  by  the  presiding  officer  for  good 
cause  shown,  any  participant  in  the 
proceeding  may  file  ,  a  response  to  the 
motion. 

(c)  The  iM'esiding  officer  shall  rule 
upon  such  motion  and  may  certify  such 
motion,  together  with  his  ruling,  to  the 
Commissioner  for  interlocutory  review. 

Administrative  Record 

§  2.170  Admini.sirativr  record  of  a  for¬ 
mal  evidentiary  public  hearing. 

(а)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  following: 

(1)  The  order  or  regulation  which 
gave  rise  to  the  hearing. 

(2)  All  objections  and  requests  for 
hearing  filed  by  the  Hearing  Clerk  pur¬ 
suant  to  §§  2.110  through  2.112. 

(3)  The  notice  of  hearing  published 
pursuant  to  §  2.118. 

(4)  All  notices  of  appearance  filed 
pursuant  to  §  2.131. 

(5)  All  Federal  Register  notices  per¬ 
tinent  to  the  proceeding. 

(б)  All  submissions  filed  pursuant  to 
§  2.151,  e.g.,  the  submissions  required  by 
§  2.153,  all  other  documentary  evidence 
and  written  testimony,  pleadings,  state¬ 
ments  of  position,  briefs,  and  other  simi¬ 
lar  documents. 

(7)  The  transcript,  written  order,  and 
all  other  documents  relating  to  the  pre- 
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hearing  conference,  prepared  pursuant 
to  §  2.158. 

(8)  All  documents  relating  to  any  mo¬ 
tion  for  summary  decision  pursuant  to 
§  2.159. 

(9)  All  documents  of  which  official 
notice  is  taken  pursuant  to  S  2.161. 

(10)  All  pleadings  filed  pursuant  to 
S  2.162. 

(11)  All  docmnents  relating  to  any  in¬ 
terlocutory  appeal  pursuant  to  §  2.163. 

(12)  All  transcripts  prepared  pursuant 
to  §  2.164. 

(13)  Any  otlier  documents  relating  to 
the  hearing  and  hied  with  the  Hearing 
Clerk  by  the  presiding  officer  or  any  par¬ 
ticipant. 

(b)  The  record  of  the  administrative 
proceeding  shall  be  closed: 

(1)  With  respect  to  the  taking  of  evi¬ 
dence,  at  the  time  specihed  in  S  2.160 

(g). 

(2)  With  respect  to  pleadings,  at  the 
time  specihed  in  §  2.162(a)  for  the  hling 
of  briefs. 

(c)  The  presiding  officer  may,  in  his 
discretion,  reopen  the  record  to  receive 
further  evidence  at  any  time  prior  to  the 
hling  of  a  recommended  or  initial  deci¬ 
sion. 

§  2.171  Examination  of  adminiMlrative 
record. 

The  availability  for  public  examina¬ 
tion  and  copying  of  each  document  which 
Is  a  part  of  the  administrative  record  of 
the  hearing  shall  be  governed  by  the  pro¬ 
visions  of  §  2.5(j) .  Each  document  which 
Is  available  for  public  examination  or 
copying  shall  be  placed  on  public  display 
In  the  office  of  the  Hearing  Clerk 
promptly  upon  receipt  in  that  office. 

§  2.172  Correction  of  administrative  rec¬ 
ord. 

After  the  close  of  the  taking  of  evi¬ 
dence,  the  presiding  officer  shall  afford 
witnesses,  participants,  and  their  coim- 
sel  time,  not  longer  than  30  days  except 
In  tmusual  cases,  in  which  to  submit 
written  proposed  corrections  of  the  tran¬ 
script  of  any  oral  testimony  taken  at  the 
hearing,  pointing  out  errors  that  may 
have  been  made  in  transcribing  the  testi¬ 
mony.  The  presiding  officer  shall  prompt¬ 
ly  thereafter  order  such  corrections  made 
as  in  his  Judgment  are  required  to  make 
the  transcript  conform  to  the  testimony. 

§  2.173  Record  for  administrative  deci¬ 
sion. 

The  administrative  record  of  the  hear¬ 
ing  specified  in  S  2.170  shall  constitute 
the  exclusive  record  for  decision. 

Recommended,  Initial,  Tentative,  and 
Final  Decisions 

§  2.180  Reconimend€>d  decision  or  ini¬ 
tial  decision. 

(a)  Within  90  days  after  the  filing  of 
briefs  and  any  oral  argument  pursuant 
to  S  2.162,  the  presiding  officer  shall  pre¬ 
pare  and  file  a  recommended  decision  or 
Initial  decision  based  solely  upon  the  ad¬ 
ministrative  record  of  the  hearing. 

(1)  The  presiding  officer  shall  prepare 
a  recommended  decision  if  the  notice 


of  hearing  so  states  pursuant  to  S  2.118 

(a) (10). 

(2)  The  presiding  officer  shall  prepare 
an  initial  decision  if  the  notice  of  hear¬ 
ing  so  states  pursuant  to  S  2.118(a)  (10) 
or  if  the  notice  of  hearing  is  silent  on  the 
matter. 

(b)  The  recommended  decision  or  ini¬ 
tial  decision  shall  contain: 

''  (1)  Findings  of  fact  based  upon  rele¬ 
vant,  material,  and  reliable  evidence  of 
record. 

(2)  Conclusions  of  law. 

(3)  A  full  articulation  of  the  reasons 
for  the  findings  and  conclusions,  includ¬ 
ing  a  discussion  of  the  significant  factual 
and  legal  contentions  made  by  any 
participant. 

(4)  Full  citations  to  the  administrative 
record  supporting  the  findings  and 
conclusions. 

(5)  An  appropriate  regulation  or  order 
supported  by  substantial  evidence  of  rec¬ 
ord  and  based  upon  the  findings  of  fact 
and  conclusions  of  law. 

(6)  An  effective  date  for  the  regulation 
or  order. 

(c)  The  recommended  decision  or  ini¬ 
tial  decision  shall  attempt  to  refrain 
from  disclosing  specific  details  of  written 
and  oral  testimony  and  documents  relat¬ 
ing  to  matters  specified  in  S2.5(j)(3). 
but  any  reference  essential  to  resolution 
of  the  issues  involved  shall  be  permitted. 

(d)  If  the  presiding  officer  prepares  a 
recommended  decision  he  shall  forward 
it,  together  with  the  certified  record  of 
the  hearing,  to  the  CcMnmissioner. 

(e)  If  the  presiding  officer  prepares 
an  initial  decision: 

(1)  It  shall  be  filed  with  the  Hearing 
Clerk  and  served  upon  all  participants. 

(2)  The  initial  decision  shall  become 
the  decision  of  the  Commissioner  unless 
within  30  days  after  it  is  filed  with  the 
Hearing  Clerk  a  participant  in  the  pro¬ 
ceeding  files  with  the  Hearing  Clerk  a 
notice  of  appeal  to  the  Commissioner 
pursuant  to  §  2.182(a)  or  the  Commis¬ 
sioner,  on  his  own  initiative,  files  with 
the  Hearing  Clerk  a  notice  of  review 
pursuant  to  §  2.182(d). 

§  2.181  Tentative  order. 

(a)  If  the  presiding  officer  prepares 
a  recommended  decision,  as  soon  as  prac¬ 
ticable  after  it  is  received  the  Commis¬ 
sioner  either  shall  ad(H}t  It  as  his  tenta¬ 
tive  order  or  shall  prepare  a  different 
tentative  order.  The  tentative  order  shall 
contain  findings  of  fact  and  conclusions 
of  law  as  set  forth  in  $  2.180  (b)  and  (c) , 
and  shall  be  filed  with  the  Hearing  Clerk 
and  served  upon  all  participants. 

(b)  The  tentative  order  shall  specify 
a  reasonable  time,  ordinarily  not  to  ex¬ 
ceed  60  days,  within  which  any  partici¬ 
pant  may  file  exceptions.  The  exceptions 
shall  point  out  with  particularity  the 
alleged  errors  in  the  tentative  order  and 
shall  contain  a  specific  reference  to  the 
items  in  the  record  on  which  exceptions 
are  based.  Such  exceptions  may  be  ac¬ 
companied  by  a  memorandum  or  brief 
In  support  thereof.  If  oral  argument  on 
the  exceptions  is  desired,  such  a  request 
shall  be  made  with  the  exceptions. 


(c)  After  the  exceptions  are  filed  the 
Commissioner  shall  determine  whether 
he  wishes  to^ear  oral  argument  on  the 
matter.  If  the  Commisslcmer  concludes 
that  he  should  hear  oral  argument  on 
the  matter,  the  participants  shall  be  in¬ 
formed  of  the  date,  time,  and  place  for 
such  oral  argument,  the  amoimt  of  time 
that  will  be  allotted  to  each  participant 
for  such  oral  argument,  and  the  issues 
to  be  addressed. 

§  2.182  Appeal  from  or  review  of  initial 
decision. 

(a)  If  the  presiding  officer  files  an 
initial  decision,  any  participant  in  a  pro¬ 
ceeding  may  appeal  it  to  the  Commis¬ 
sioner  by  filing  a  notice  of  appeal  with 
the  Hearing  Clerk  within  30  days  after 
the  initial  decision  is  filed.  If  any  partici¬ 
pant  appeals  the  initial  decision,  all  par¬ 
ticipants  shall  have  an  equal  opportunity 
to  participate  in  the  appeal. 

(b)  Promptly  after  a  notice  of  appeal 
is  filed  with  the  Hearing  Clerk,  the  Com¬ 
missioner  shall  inform  all  participants 
of  the  date  by  which  they  may  file  briefs, 
stating  exceptions  to  or  agreement  with 
the  initial  decision  and  supporting  rea- 
.sons  therefor,  the  time  for  which  shall 
be  not  less  than  30  nor  more  than  60 
days  following  such  notice.  Reply  briefs 
may  be  filed  only  with  the  express  per- 
mi^ion  of  the  Commissioner. 

(c)  If  oral  argument  on  the  appeal  is 
desired,  such  a  request  shall  be  made  with 
the  briefs.  After  the  briefs  are  filed  the 
Commissioner  shall  determine  whether 
he  wishes  to  hear  oral  argument  on  the 
matter.  If  the  Commissioner  concludes 
that  he  should  hear  oral  argument  on 
the  matter,  the  participants  shall  be 
informed  of  the  date,  time,  and  place  for 
such  oral  argument,  the  amount  of  time 
that  will  be  allotted  to  each  participant 
for  such  oral  argument,  and  the  issues 
to  be  addressed. 

(d)  Within  40  days  after  the  initial 
decision  is  filed,  the  Commissioner  may 
file  with  the  Hearing  CTlerk  a  notice  stat¬ 
ing  that  he  will  review  the  Initial  de¬ 
cision  on  his  own  initiative.  Such  review 
shall  proceed  piu’suant  to  the  provisions 
of  paragraph  (b)  of  this  section. 

§  2.183  Decision  by  Commissioner  after 
exceptions  to  the  tentative  order. 

If  the  presiding  officer  prepares  a  rec¬ 
ommended  decision  and  the  Commis¬ 
sioner  files  a  tentative  order,  as  soon  as 
practicable  after  the  time  for  filing  ex¬ 
ceptions  to  the  tentative  order  has 
passed,  the  Commissioner  shall  publish 
in  the  Federal  Register  his  final  order 
in  the  proceeding.  The  final  order  shall 
meet  the  requirements  established  in 
§  2.180  (b)  and  (c) . 

§  2.184  Decision  hj  Commissioner  on 
appeal  or  review  of  initial  decision. 

(a)  If  the  presiding  officer  files  an 
Initial  decision  and  a  notice  of  appeal  or 
review  is  filed  pursuant  to  §  2.182,  the 
presiding  officer  shall  certify  to  the  Com¬ 
missioner  the  full  administrative  record 
of  the  proceeding,  which  shall  Include 
aU  briefs  filed  pursuant  to  §  2.162  and 
the  initial  decision. 
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(b)  On  appeal  from  or  review  of  the 
initial  decision,  the  Commissioner  shall 
have  all  the  powers  he  wojdd  have  in 
mftjcing  the  Initial  decision.  The  Com¬ 
missioner  may.  on  his  own  initiative  or 
on  the  motion  of  any  participant,  re¬ 
mand  the  proceeding  to  the  presiding 
officer  with  specific  directions,  e.g.,  to 
receive  further  evidence  relating  to  a 
particular  issue,  where  he  concludes  that 
such  action  is  necessary  for  a  proper  de¬ 
cision  in  the  matter, 

(c)  The  scope  of  the  issues  on  appeal 
shall  be  the  same  as  the  scor>e  of  the 
issues  at  the  public  hearing  unless  the 
Commissioner  specifies  otherwise. 

(d)  As  soon  as  practicable  after  the 
filing  of  briefs  and  any  oral  argument, 
the  Commissioner  shall  issue  in  the  Fed¬ 
eral  Register  his  final  decision  in  the 
proceeding  based  solely  upon  the  admin¬ 
istrative  record  of  the  hearing.  Such 
final  decision  shall  meet  the  require¬ 
ments  established  in  §  2.180  (b)  and  (c) . 

(e)  Hie  Commissioner  may  adopt  the 
initial  decision  as  the  final  decision,  in 
whole  or  in  part,  if  he  concludes,  after 
reviewing  the  administrative  record,  that 
it  meets  all  the  requirements  specified 
in  §  2.180  (b  and  (c)  and  represents  a 
sound,  reasonable,  and  fair  decision 
based  upon  all  relevant  factual,  legal, 
and  policy  considerations. 

§  2.185  Reconsideration  and  stay  of  ac¬ 
tion. 

Following  publication  of  the  final  de¬ 
cision,  any  participant  may  petition  the 
Commissioner  for  reconsideration  of  any 
part  or  all  of  such  decision  pursuant  to 
§  2.8  or  may  petition  for  a  stay  of  such 
decision  pursuant  to  §  2.9. 

Judicial  Review 
§  2.190  Review  by  the  courts. 

(a)  The  Commissioner’s  final  decision 
constitutes  final  agency  action  from 
which  any  participant  may  petition  for 
judicial  review  pursuant  to  the  statutory 
provisions  governing  the  matter  involved. 
Before  requesting  an  order  from  a  court 
for  relief  pending  review,  any  participant 
seeking  court  review  shall  first  submit  a 
petition  for  a  stay  of  action  pursuant 
to  §  2.9. 

(b)  The  Food  and  and  Drug  Adminis¬ 
tration  will  request  consolidation  in  a 
single  court  of  all  petitions  for  judicial 
review  related  to  a  particular  matter 
pursuant  to  28  U.S.C.  2112(a) . 

§  2.191  Copies  of  petitions  for  judicial 
review. 

The  (Jhief  Counsel  for  the  Food  and 
Drug  Administration  has  been  desig¬ 
nated  by  the  Secretary  as  the  officer  upon 
whom  copies  of  petitions  for  Judicial  re¬ 
view  shall  be  served.  Such  officer  shall  be 
responsible  for  filing  in  the  court  the 
record  of  the  proceedings  on  which  the 
finni  decision  is  based.  The  record  of  the 
proceeding  shall  be  certified  by  the 
Commissioner. 


Subpart  C — Public  Hearing  Before  a  Public 
Board  of  Inquiry 

§  2.200  Sc(^>e  of  subpart. 

Subpart  C  governs  the  practices  and 
procedures  i^plicable  whenever: 

(a)  The  Commissioner  concludes,  in 
his  discretion,  that  it  is  in  the  public 
interest  to  hold  a  public  hearing  before 
a  Public  Board  of  Inquiry,  hereinafter 
referred  to  as  a  “Board.”  with  respect  to 
any  matter,  or  class  of  matters,  of  im¬ 
portance  pending  before  the  Food  and 
Drug  Administration. 

(b)  Pursuant  to  specific  provisions  in 
other  sections  of  this  chapter,  a  matter 
I>ending  before  the  Pood  and  Drug  Ad¬ 
ministration  is  subject  to  a  public  hear¬ 
ing  before  a  Board. 

(c)  A  person  who  has  a  right  to  an 
opportunity  for  a  formal  evidentiary 
public  hearing  under  Subpart  B  of  this 
Part  waives  that  opportunity  and  in  lieu 
thereof  requests  pursuant  to  §  2.117  of 
this  Part  the  establishment  of  a  Board 
to  act  as  an  administrative  law  tribunal 
vith  respect  to  the  matters  involved,  and 
the  Commissioner,  in  his  discretion,  ac¬ 
cepts  this  request. 

§  2.201  Notice  of  a  public  bearing  be¬ 
fore  a  Public  Board  of  Inquiry. 

If  the  Commissioner  determines  that 
a  Board  should  be  established  to  conduct 
a  public  hearing  on  any  matter,  he  shall 
publish  in  the  Federal  Register  a  no¬ 
tice  of  hearing  setting  forth  the  follow¬ 
ing  information: 

(a)  If  the  hearing  is  pursuant  to  §  2.- 
200  (a)  or  (b),  all  applicable  informa¬ 
tion  described  in  §  2.117(e) . 

(1)  If  any  written  document  is  to  be 
the  subject  matter  of  the  hearing,  it 
shall  be  published  as  part  of  the  notice, 
or  reference  shall  be  made  to  it  if  it  has 
already  been  published  in  the  Federal 
Register,  or  the  notice  shall  state  that 
the  document  is  available  from  the 
Hearing  clerk  or  an  agency  employee 
designated  in  the  notice. 

(2)  For  purposes  of  any  such  hearing, 
all  participants  who  file  a  notice  of  ap¬ 
pearance  pursuant  to  §  2.117(e)  (6)  (ii) 
shall  be  deemed  to  be  parties  and  shall 
be  entitled  to  participate  in  selection  of 
the  Board  pursuant  to  §  2.203(b). 

(b)  If  the  hearing  is  in  lieu  of  a  formal 
evidentiary  hearing  as  provided  in  5  2.- 
200(c).  all  of  the  information  described 
in  §  2.117(e). 

§  2.202  Members  of  a  Public  Board  of 
Inquiry. 

(a)  All  members  of  a  Board  shall  have 
medical,  technical,  scientific,  or  other 
qualifications  relevant  to  the  issues  to  be 
considered  at  the  hearing,  shall  be  sub¬ 
ject  to  the  conflict  of  interest  rules  ap¬ 
plicable  to  special  government  employ¬ 
ees,  and  shall  be  free  from  bias  or  prej¬ 
udice  with  respect  to  the  Issues  involved. 
A  member  of  a  Board  may  be  a  full-time 
or  part-time  Federal  government  em¬ 
ployee  or  may  serve  on  a  Food  and  Drug 
Administration  advisory  committee  but 
except  with  the  agreement  of  all  parties 


shall  not  currently  be  a  full-time  or  part- 
time  employee  of  the  Food  and  Drug  Ad¬ 
ministration  or  otherwise  act  as  a  spe¬ 
cial  government  employee  of  the  Food 
and  Drug  Administration. 

(b)  The  director  of  the  bureau  of  the 
Food  and  Drug  Administration  resijon- 
slble  for  the  matter  which  is  the  subject 
of  a  public  hearing  before  a  Board,  the 
other  parties  to  the  proceeding,  and  any 
person  whose  petition  is  the  subject  of 
the  hearing,  shall,  within  30  days  after 
publication  of  the  notice  of  hearing  in 
the  Federal  Register,  each  submit  to 
the  Hearing  Clerk  the  names  and  full 
curricula  vitae  of  five  nominees  for  mem¬ 
bers  of  the  Board.  Nominations  shall 
state  that  the  nominee  is  aware  of  the 
nomination,  is  interested  in  becoming  a 
member  of  the  Board,  and  appears  to 
have  no  conflict  of  interest. 

(1)  All  such  persons  may  in  consulta¬ 
tion  with  each  other  agree  upon  a  single 
list  of  five  qualified  nominees. 

(2)  Within  10  days  after  receipt  of 
such  names  of  nominees,  such  persons 
may  submit  comments  to  the  Hearing 
C)lerk  on  whether  the  nominees  of  the 
other  persons  meet  the  criteria  estab¬ 
lished  in  paragi'aph  (a)  of  this  section. 

(3)  In  addition  to  being  filed  with  the 
Hearing  Clerk,  the  lists  of  nominees  and 
comments  thereon  shall  be  submitted  to 
the  persons  who  have  the  right  to  sub¬ 
mit  a  list  of  nominees  pursuant  to  this 
paragraph  but  not  to  all  participants. 
They  shall  be  held  in  confidence  by  the 
Hearing  Clerk  as  part  of  the  adminis¬ 
trative  record  of  the  proceeding  and  shall 
not  be  available  for  public  disclosure,  and 
shall  similarily  be  held  in  confidence  by 
all  persons  who  submit  or  receive  them. 
This  portion  of  the  administrative  record 
shall  remain  confidential  but  shall  be 
available  for  judicial  review  in  the  event 
that  it  becomes  relevant  to  any  issue 
before  a  court. 

(c)  After  reviewing  the  lists  of  nomi¬ 
nees  and  any  comments  thereon,  the 
Commissioner  shall  choose  three  qualified 
persons  as  members  of  a  Board.  One 
member  shall  be  chosen  from  the  lists 
of  nominees  submitted  by  the  director 
of  the  bureau  and  any  person  who  is 
not  a  party  and  whose  petition  is  the 
subject  of  the  hearing.  The  second  mem¬ 
ber  shall  be  chosen  from  the  lists  of 
nominees  submitted  by  the  other  par¬ 
ties.  The  Commissioner  shall  then  choose 
the  third  member  from  any  source,  who 
shall  be  the  Chairman  of  the  Board. 

(1)  If  the  Commissioner  is  imable  to 
find  a  qualified  person  with  no  conflict  of 
Interest  from  among  a  list  of  nominees 
submitted,  or  if  additional  information  is 
needed,  the  Commissioner  shall  request 
from  the  party  involved  the  submission 
of  such  ^ditional  nominees  or  informa¬ 
tion  as  is  necessary  to  choose  a  qualified 
person  nominated  by  that  person. 

(2)  If  a  person  fails  to  submit  a  list 
of  nominees  as  required  by  paragraph 
(b)  of  tills  section,  the  Commissioner 
may  choose  a  qualified  person  in  lieu  of 
a  person  nominated  by  that  person  with- 
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out  further  consultation  with  that 
person. 

(3)  The  Commissioner  shall  announce 
the  members  of  a  Board  by  filing  a  mem¬ 
orandum  in  the  record  of  the  proceeding 
and  sending  a  copy  to  each  participant 
who  has  hied  a  notice  of  appearance. 

(d)  In  lieu  of  the  procedure  for  selec¬ 
tion  of  the  members  of  a  Board  specihed 
in  paragraphs  (b)  and  (c)  of  this  sec¬ 
tion,  the  director  of  the  bureau,  the  other 
party  or  parties  to  the  proceeding,  and 
any  person  whose  petition  is  the  subject 
of  the  hearing,  may  agree  that  any 
standing  advisory  committee  listed  in 
§  2.330  shall  constitute  the  Board  for  a 
particular  proceeding,  or  may  mutually 
agree  on  any  other  procedure  for  selec¬ 
tion  of  the  members  of  the  Board,  or  the 
number  of  members  of  the  Board,  sub¬ 
ject  to  the  approval  of  the  Commissioner. 

(e)  The  members  of  a  Board  shall 
serve  as  consultants  to  the  Commissioner 
and  shall  be  special  government  employ¬ 
ees  or  government  employees.  A  Board 
shall  function  as  an  a^inistrative  law 
tribunal  with  the  consent  of  the  parties 
involved  in  the  proceeding  and  is  not  an 
swlvisory  committee  subject  to  the  re¬ 
quirements  of  the  Federal  Advisory  Com¬ 
mittee  Act  or  Subpart  D  of  this  Part. 

(f)  The  chairman  of  a  Board  shall 
have  the  authority  of  a  presiding  officer 
set  out  in  §  2.142. 

§  2.203  Srparation  of  fuiit'lioiis;  ex 
parte  romniuiiicutions;  uclniiiiifitra- 
tive  support. 

(a)  All  proceedings  of  a  Board  shall 
be  subject  to  the  provisions  of  §  2.13,  re¬ 
lating  to  separation  of  functions  and  ex 
parte  communications.  Representatives 
of  the  participants  in  any  proceeding 
before  a  Board  shall  have  no  contact 
with  the  members  of  the  Board,  except 
as  participants  in  such  proceeding,  and 
shall  not  participate  in  the  deliberations 
of  the  Board. 

(b)  Administrative  support  for  a 
Board  shall  be  provided  only  by  the  office 
of  the  Commissioner  and  the  Chief 
Counsel  for  the  Pood  and  Drug  Admin¬ 
istration. 

§  2.204  Submissions  lo  a  Public  Hoard 
of  Inquiry. 

(a)  All  submissions  relating  to  a  hear¬ 
ing  before  a  Board  shall  be  filed  with 
the  Hearing  Clerk  pursuant  to  §  2.5. 

(b)  A  copy  of  any  such  submission 
shall  be  sent  by  the  person  making  the 
submission  to  each  participant  in  the 
proceeding,  except  as  provided  in  §§  2.202 
(b)  (3)  and  2.207(c)  and  except  that  sub¬ 
missions  of  documentary  data  and  in¬ 
formation  may  but  are  not  required  to  be 
sent  to  each  participant.  Any  transmittal 
letter,  summary,  statement  of  position, 
certification  pursuant  to  paragraph  (d) 
of  this  section,  or  similar  document  ac¬ 
companying  a  submission  of  documen¬ 
tary  data  and  information  shall  be  sent 
to  each  participant  pursuant  to  tlrls 
paragraph. 

(c)  Any  such  submission  shall  be  sent 
as  required  by  paragraph  (b)  of  this 
section  by  mailing  It  to  the  address 
shown  in  the  notice  of  appearance  or  by 
personal  delivery. 


(d)  All  submissions  pursuant  to  this 
section  shall  be  accompanied  by  a  signed 
certification  stating  the  extent  to  which 
the  submission  has  been  served  on  each 
participant,  or  is  exempt  from  such  serv¬ 
ice,  pursuant  to  paragraph  (b)  of  this 
section. 

(e)  No  written  submission  or  other 
portion  of  the  administrative  record 
shall  be  held  in  confidence,  except  as 
provided  in  §§  2.202(b)(3)  and  2.207(c). 

(f)  Any  participant  who  believes  that 
compliance  with  the  requirements  of  this 
section  constitutes  an  unreasonable  fi¬ 
nancial  burden  shall  submit  to  the  Com¬ 
missioner  a  petition  to  participate  in 
forma  pauperis. 

( 1 )  Such  petition  shall  be  pursuant  to 
§  2.7,  except  that  the  heading  shall  be 
“REQUEST  TO  PARTICIPATE  IN 
FORMA  PAUPERIS,  DOCKET  NO. 
_ ”  Pursuant  to  the  guidelines  es¬ 
tablished  in  §  4.43  (b)  and  (c)  of  this 
chapter,  such  petition  shall  demonstrate 
that  either  (i)  the  person  is  indigent  and 
his  participation  has  a  strong  public 
interest  justification,  or  (ii)  such  partic¬ 
ipation  is  in  the  public  interest  because 
it  can  be  considered  primarily  as  bene¬ 
fiting  the  general  public. 

(2)  If  the  Commissioner  grants  such 
petition,  the  participant  may  file  only 
one  copy  of  each  submission  with  the 
Hearing  Clerk,  and  it  shall  be  the  re¬ 
sponsibility  of  the  Hearing  Clerk  to  make 
sufficient  additional  copies  for  the  ad¬ 
ministrative  record  and  to  serve  a  copy 
upon  each  other  participant. 

§  2.20.'i  DiiicIoKurc  of  data  and  informa¬ 
tion  by  the  participants. 

(a)  Before  the  notice  of  hearing  is 
published  pursuant  to  §  2.201,  the  direc¬ 
tor  of  the  bureau  responsible  for  the  mat¬ 
ters  involved  in  the  hearing  shall  submit 
to  the  Hearing  CHerk: 

(1)  The  relevant  portions  of  the  exist¬ 
ing  administrative  record  of  the  pro¬ 
ceeding.  Those  portions  of  the  adminis¬ 
trative  record  of  the  proceeding  which 
are  not  relevant  to  the  issues  to  be  con¬ 
sidered  at  the  public  hearing  shall  not  be 
submitted  to  the  Hearing  Clerk  or  placed 
on  public  display  and  shall  not  be  part 
of  the  administrative  record  of  the  pro¬ 
ceeding. 

(2)  A  list  of  all  persons  whose  views 
will  be  presented  orally  or  in  writing  at 
the  hearing. 

(3)  All  documents  in  his  files  contain¬ 
ing  factual  data  and  information,  wheth¬ 
er  favorable  or  unfavorable  to  his  posi¬ 
tion,  which  relate  to  the  issues  involved 
in  the  hearing. 

(4)  All  other  documentary  data  and 
information  on  which  he  relies. 

(5)  A  signed  statement  that,  to  the 
best  of  his  knowledge  and  belief,  the  sub¬ 
mission  complies  with  the  requirements 
of  this  section. 

(b)  Within  60  days  after  the  notice  of 
hearing  is  published  pursuant  to  §  2.201, 
each  participant  shall  submit  to  the 
Hearing  Clerk  all  data  and  information 
specified  in  paragraph  (a)  (2)  through 
(5)  of  this  section,  and  any  objections 
with  respect  to  the  completeness  of  the 
administrative  record  filed  pursuant  to 
paragraph  (a)  (1)  of  this  section. 


(c)  The  submissions  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section -may 
be  supplemented  later  in  the  proceeding, 
with  the  approval  of  the  Board,  upon  a 
showing  that  the  views  of  the  persons  or 
the  material  contained  in  the  supplement 
were  not  known  or  reasonably  available 
when  the  initial  submission  was  made  or 
that  the  relevance  of  the  views  of  the 
persons  or  the  material  contained  in  the 
supplement  could  not  reasonably  have 
been  foreseen. 

(d)  The  failure  to  comply  with  the 
provisions  of  this  section  in  the  case  of  a 
participant  shall  constitute  a  waiver  of 
the  right  to  participate  fiuther  in  the 
hearing  and  in  the  case  of  a  party  shall 
constitute  a  waiver  of  the  right  to  a  hear¬ 
ing. 

(e)  The  CTiairman  of  the  Board  shall 
rule  (HI  questions  relating  to  this  section. 
Any  participant  dissatisfied  with  any 
such  ruling  may  request  the  Commis¬ 
sioner  for  an  interlocutory  review  of  that 
ruling. 

§  2.206  Proceedings  of  a  Public  Board 
of  Inquiry. 

(a)  The  purpose  of  a  Board  is  to  re¬ 
view  medical,  scientific,  and  technical  is¬ 
sues  fairly  and  expeditiously  in  order  to 
reach  a  reasonable  decision  that  is 
sound  from  a  medical,  scientific,  and 
technical  standpoint.  The  proceedings  of 
a  Board  shall  be  conducted  in  the  man¬ 
ner  of  a  scientific  inquiry  rather  than  as 
a  legal  trial. 

(b)  Prior  to  the  first  hearing  of 
a  Board,  all  participants  in  the  hearing 
shall  have  submitted  to  the  Hearing 
Clerk  the  data  and  information  required 
to  be  disclosed  pursuant  to  §  2.205,  sub¬ 
ject  to  the  sanctions  specified  in 
§  2.205(d). 

(c)  The  Chairman  of  a  Board  shall 
call  the  first  hearing  of  the  Board  at  a 
reasonable  time  subsequent  to  receipt  of 
the  data  and  information  specified  in 
paragraph  (b)  of  this  section.  Notice  of 
the  time  and  location  of  such  hearing 
shall  be  published  in  the  Federal  Regis¬ 
ter  at  least  15  days  in  advance  and  the 
hearing  shall  be  open  to  the  public. 
The  director  of  the  bureau,  the  other 
parties,  and  all  other  participants  shall 
have  an  opportunity  at  the  first  hearing 
to  make  an  oral  presentation  of  the  data, 
information,  and  views  which  in  their 
opinion  are  pertinent  to  resolution  of  tiie 
issues  being  considered  by  a  Board. 
The  Chairman  shall  determine  the  order 
in  which  these  presentations  shall  be 
made.  Each  initial  presentation  shall  be 
made  without  interruption  from  other 
participants,  but  members  of  the  Board 
may  ask  any  questions  that  they  wish. 
At  the  conclusion  of  each  presentation, 
each  of  the  other  participants  may 
briefly  state  questions  and  criticism  of 
the  presentation  and  may  request 
that  the  Board  conduct  further  question¬ 
ing  with  respect  to  specified  matters. 
The  Chairman  and  members  of  the 
Board  may  then  ask  further  questions, 
and  the  Chairman  may  permit  any  other 
participant  in  the  proceeding  to  ask 
questions  if  he  determines  this  will 
facilitate  resolution  of  the  Issues. 
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(d)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  re¬ 
lating  to  the  admissibility  of  data,  in¬ 
formation.  and  views  shall  be  made  or 
considered,  but  other  participants  may 
comment  upon  or  rebut  all  such  data, 
information,  and  views.  No  participant 
may  interrupt  the  presentation  of 
another  participant  for  any  reason. 

<e)  Within  30  days  after  the  first 
hearing  of  a  Board  is  concluded,  each 
participant  in  the  proceeding  may  sub¬ 
mit  in  writing  such  rebuttal  data,  in¬ 
formation,  and  views  as  he  believes  rele¬ 
vant  to  the  issues,  in  accordance  with  the 
requirements  of  5  2.206.  The  Chairman 
shall  thereafter  schedule  a  second  hear¬ 
ing  of  a  Board  if  requested  and  justified 
by  any  participant.  A  second  hearing, 
and  any  subs^uent  hearing,  shall  be 
called  only  if  the  Chairman  concludes 
that  it  is  necessary  for  the  full  and  fair 
presentation  of  information  that  cannot 
otherwise  adequately  be  considered  and 
for  the  proper  resolution  of  the  issues 
involved.  Notice  of  the  time  and  location 
of  any  such  subsequent  hearings  shall 
be  »M:blished  in  the  Federal  Register  at 
least  15  days  in  advance  of  the  date  of 
such  hearing  and  the  hearings  shall  be 
open  to  the  public. 

(f )  A  Board  may  consult  with  any  per¬ 
son  who  it  concludes  may  have  data,  in¬ 
formation,  or  views  relevant  to  resolu¬ 
tion  of  the  issues  involved. 

(1)  Such  consultation  shall  occur  only 
at  an  annoimced  hearing  of  a  Board,  and 
all  F>articipants  shall  have  the  right  to  be 
present  and  to  suggest  or,  with  the  per- 
missiMi  of  the  Chairman,  conduct  ques¬ 
tioning  of  such  consultants  and  to  pre¬ 
sent  rebuttal  data,  information,  and 
views,  as  provided  in  paragraphs  (c)  and 
(d)  of  this  section,  except  that  written 
statements  may  be  submitted  to  the 
Board  with  the  consent  of  all  partici¬ 
pants. 

(2)  Any  participant  may  submit  to  the 
Board  a  request  that  it  consult  with  spe¬ 
cific  persons  who  may  have  data,  infor¬ 
mation,  or  views  relevant  to  the  resolu¬ 
tion  of  the  issues.  Such  requests  shall 
state  the  reastms  why  the  person  named 
should  be  consulted  and  why  the  views 
of  that  person  cannot  reasonably  be  fur¬ 
nished  to  the  Board  by  any  means  other 
thtin  having  the  Pood  smd  IXng  Admin¬ 
istration  arrange  for  his  appearance  at 
a  hearing  of  the  Board.  The  Board  may, 
in  its  discretion,  grant  or  deny  such  a 
request. 

<g)  All  hearings  of  a  Board  at  which 
presentations  of  data,  information,  and 
views  are  made  shall  be  transcribed.  All 
such  hearings  shall  be  open  to  the  public, 
except  that  the  presentation  of  data  and 
information  which  are  prohibited  from 
public  disclosure  pursuant  to  the  provi¬ 
sions  of  §  2.5(j)  (3)  shall  be  closed  to  all 
persons  except  the  persons  making  and 
participating  in  the  presentation  and 
Federal  Giovemment  E^xecutive  Branch 
employees  and  special  government  em¬ 
ployees.  At  least  a  majority  of  the  mem¬ 
bers  of  the  Board  shall  be  present  at 
every  hearing.  The  executive  sessions  of 
a  Board,  during  which  a  Board  deliber¬ 


ates  on  the  issues,  shall  be  closed  and 
shall  not  be  transcribed.  The  report  of 
the  Bocu'd  shall  be  voted  upcm  by  all 
members  of  the  Board. 

(h)  All  legal  issues  shall  be  referred 
to  the  Chief  Counsd  for  the  Food  and 
Drug  Administration  fcM*  resolution. 

(i)  After  the  conclusion  of  all  public 
hearings  a  Board  shall  announce  that  the 
record  is  closed  with  respect  to  the  gath¬ 
ering  of  data  and  information.  The 
Board  shall  provide  an  opportunity  for 
all  participants  to  submit  a  written 
statement  of  their  positions,  with  pro¬ 
posed  findings  and  conclusions,  and  may, 
in  its  discretion,  provide  an  opportunity 
for  participants  to  summarize  their  posi¬ 
tions  orally  to  assist  the  Board  in  its 
deliberations  on  the  issues  involved. 

(j>  At  the  conclusion  of  its  delibera¬ 
tions,  a  Board  shall  prepare  its  decision 
on  the  issues,  which  shall  Include  specific 
findings  and  references  supporting  and 
explaining  its  ctHiclusions,  and  a  detailed 
statement  of  the  reasoning  on  which  the 
ccmclusions  are  based.  Any  member  of 
the  Board  may  file  a  separate  report  with 
additional  or  dissenting  views. 

§  2.207  Administrative  record  of  a  Pub¬ 
lic  Board  of  Inquiry. 

(a)  The  administrative  record  of  a 
hearing  before  a  Board  shall  consist  of 
the  following: 

(1)  All  relevant  Federal  Register 
notices. 

(2)  All  written  submissions  pursuant 
to  §  2.204. 

(3)  The  transoripts  of  all  hearings  of 
the  Board. 

(4)  The  recommended  or  initial  deci¬ 
sion  of  the  Board. 

(b)  The  record  of  the  administrative 
proceeding  shall  be  closed: 

(1)  With  respect  to  the  gathering  of 
Information  and  data,  at  the  time  speci¬ 
fied  in  5  2.206(1). 

(2)  With  respect  to  pleadings,  at  the 
time  specified  In  5  2.206(1)  for  the  filing 
of  a  written  statement  of  position  with 
proposed  findings  and  conclusions. 

(c)  The  Board  may,  in  its  discretion, 
reopen  the  record  to  receive  further  evi¬ 
dence  at  any  time  prior  to  the  filing  of 
a  recommended  or  initial  decision. 

§  2.208  Examination  of  administrative 
record. 

(a)  The  availability  for  public  exami¬ 
nation  and  copying  of  each  document 
which  is  a  part  of  the  administrative 
record  of  the  hearing  shall  be  governed 
by  the  provisions  of  5  2.5(j).  Each  docu¬ 
ment  which  is  available  for  public  ex¬ 
amination  or  cop3ring  shall  be  placed  on 
public  display  in  the  oflBce  of  the  Hear¬ 
ing  Clerk  promptly  upon  receipt  in  that 
office. 

(b)  Lists  of  nominees  and  comments 
thereon  submitted  pursuant  to  §  2.202 
(b)  (3)  shall  be  subject  to  the  provisions 
of  §  2.5(j)(3). 

§  2.209  Record  for  administrative  deci¬ 
sion. 

The  administrative  record  of  the  hear¬ 
ing  specified  in  §  2.207(a)  shall  consti¬ 
tute  the  exclusive  record  for  decision. 


Subpart  D — Public  Hearing  Before  A 
Public  Advisory  Committee 

General 

§  2.300  Scope  of  subpart. 

(a)  Subpart  D  governs  the  practices 
and  procedures  applicable  whenever: 

(1)  The  Commissioner  concludes,  in 
his  discretion,  that  it  is  in  the  public 
Interest  for  a  standing  or  ad  hoc  policy 
or  technical  public  advisory  committee, 
hereinafter  an  “advisory  committee"  or 
“committee,”  to  hold  a  public  hearing 
and  to  review  and  make  recommenda¬ 
tions  with  respect  to  any  matter  or  class 
of  matters  of  inux>rtance  pending  before 
the  Food  and  Drug  Administration,  and 
for  interested  persons  to  present  data, 
information,  and  views  at  an  oral  public 
hearing  before  the  advisory  committee. 

(2)  Pursuant  to  specific  provisions  in 
other  sections  of  this  chapter,  a  matter 
pending  before  the  Food  and  Drug  Ad¬ 
ministration  is  subject  to  a  public  hear¬ 
ing  before  an  advisory  committee.  Such 
specific  provisions  are: 

(i)  Section  2.350  relating  to  review  of 
a  performance  standard  for  an  electronic 
product  by  the  Technical  Electronic 
Product  Radiation  Safety  Standards 
Committee. 

(il)  Section  2.360  relating  to  review 
of  the  safety  of  color  additives. 

(ill)  Section  2.370  relating  to  review 
of  the  safety  and  effectiveness  of  human 
prescription  drugs. 

(iv)  Section  330.10  of  this  chapter  re¬ 
lating  to  review  of  the  safety  and  effec¬ 
tiveness  of  over-the-coxmter  drugs. 

(v)  Section  601.25  of  this  chapter  re¬ 
lating  to  review  of  the  safety  and  effec¬ 
tiveness  of  biological  drugs. 

(3)  A  person  who  has  a  right  to  an 
owjortunity  for  a  formal  evidentiary 
public  hearing  imder  Subpart  B  of  this 
Part  waives  that  opportunity  and  in  lieu 
thereof  requests  pursuant  to  5  2.117  a 
public  hearing  before  a  public  advisory 
committee  pursuant  to  this  subpart,  and 
the  Ccxnmi^ioner,  in  his  discretion,  ac¬ 
cepts  this  request. 

(b)  In  determining  whether  a  group 
Is  a  “public  advisory  committee”  as  de¬ 
fined  in  §  2.3(a)  (14)  and  thus  subject 
to  the  requirements  of  this  subpart  and 
of  the  Federal  Advisory  Committee  Act, 
the  following  guidelines  shall  be  used: 

(1)  An  advisory  committee  may  be  a 
standing  advisory  committee  or  an  ad 
hoc  advisory  committee.  All  standing  ad¬ 
visory  committees  shall  be  listed  in 
§  2.340. 

(2)  An  advisory  cwnmittee  may  be  a 
policy  advisory  committee  or  a  technical 
advisory  committee.  A  policy  advisory 
committee  advises  on  broad  and  general 
matters.  A  technical  advisory  committee 
advises  on  specific  regulatory  issues. 

(3)  An  advisory  committee  includes 
any  subgroup  thereof  when  It  is  work¬ 
ing  on  behalf  of  the  committee.  An  ad¬ 
visory  committee  may  have  members  and 
consultants. 

(4)  A  committee  composed  entirely  of 
full-time  Federal  government  employees 
is  not  an  advisory  committee. 

(5)  An  advisory  committee  shall  or¬ 
dinarily  have  a  fixed  mwnbership,  a  de- 
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fined  purpose  of  providing  advice  to  the 
agency  on  a  particular  subject,  regular 
or  periodic  meetings,  and  an  organiza¬ 
tional  structure,  e.g.,  a  chairman  and 
staff,  and  shall  serve  as  a  source  of  In¬ 
dependent  expertise  and  advice  rather 
than  as  a  representative  of  or  advocate 
for  any  particular  Interest. 

(i)  A  group  of  persons  convened  on 
an  ad  hoc  basis  to  discuss  a  matter  of 
current  interest  to  the  agency,  but  which 
has  no  continuing  function  or  organiza¬ 
tion,  does  not  involve  substantial  special 
preparation,  and  does  not  as  a  group 
issue  a  report  to  or  advise  the  agency,  is 
not  an  advisory  committee. 

(il)  A  group  of  two  or  more  agency 
consultants  meeting  with  the  agency  on 
an  ad  hoc  basis  is  not  an  advisory 
committee. 

(lil)  A  group  of  experts  who  are  em¬ 
ployed  by  a  private  company  or  a  trade 
association  which  has  been  requested  by 
the  agency  to  provide  its  views  on  a  reg¬ 
ulatory  matter  pending  before  the 
agency  is  not  an  advisory  committee. 

(iv)  A  consulting  firm  hired  by  the 
agency  to  provide  advice  regarding  a 
matter  is  not  an  advisory  committee. 

(6)  An  advisory  committee  which  Is 
utilized  by  the  agency  is  subject  to  the 
requirements  of  this  subpart  even  though 
it  was  not  established  by  the  agency.  In 
general,  a  committee  is  “utilized”  by  the 
agency  when  the  agency  requests  advice 
or  recommendations  from  the  committee 
on  a  specific  matter  in  order  to  obtain  an 
independent  review  and  consideration  of 
the  matter,  and  not  when  the  agency  is 
merely  seeking  the  cennments  of  all  in¬ 
terested  persons  or  of  persons  who  have 
a  specific  interest  in  the  matter  involved. 

(i)  A  committee  formed  by  an  inde¬ 

pendent  scientific  or  technical  organiza¬ 
tion  is  utilized  by  the  agency  if  the 
agency  requests  the  advice  of  that  com¬ 
mittee  rather  than  of  the  parent  orga¬ 
nization,  or  if  the  circumstances  show 
that  the  advice  given  is  that  of  the  com¬ 
mittee  and  not  of  the  p>arent  organiza¬ 
tion,  A  committee  formed  by  an  inde¬ 
pendent  scientific  or  technical  organiza¬ 
tion  is  not  utilized  by  the  agency  if  the 
agency  requests  advice  of  the  organiza¬ 
tion  rather  than  of  a  committee  and  if 
the  recommendations  of  any  committee 
formed  in  response  to  the  agency’s  re¬ 
quest  for  advice  are  subject  to  substan¬ 
tial  independent  policy  and  factual  re¬ 
view  by  the  governing  body  of  the  par¬ 
ent  organization.  « 

(ii)  A  committee  is  not  utilized  by  the 
agency  if  it  provides  only  data  and  in¬ 
formation,  as  contrasted  with  advice  or 
opinions  or  recommendations. 

(iii)  The  Food  and  Drug  Administra¬ 
tion  is  charged  with  seeking  out  the  views 
of  all  segments  of  the  public  on  enforce¬ 
ment  of  the  laws  administered  by  the 
Commissioner.  The  fact  that  a  group  of 
Individuals  or  a  committee  meets  regu¬ 
larly  with  the  agency,  e.g.,  a  monthly 
meeting  with  consumer  representatives, 
does  not  make  that  group  or  committee 
an  advisory  committee.  Thus,  the  pro¬ 
visions  of  this  subpart  are  not  appli¬ 
cable  to  routine  meetings,  discussions, 
and  other  dealings,  including  exchanges 
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of  views,  between  the  agency  and  any 
committee  representing  or  advocating 
the  particular  interests  of  consumers,  in¬ 
dustry,  professional  organizations,  or 
others. 

(7)  The  inclusion  of  one  or  two  agency 
consultants  who  are  special  government 
employees  on  an  internal  agency  com¬ 
mittee  does  not  make  that  committee 
an  advisory  committee. 

(8)  A  Public  Board  of  Inquiry  estab¬ 
lished  under  Subpart  C  of  this  Part  or 
other  similar  group  convened  by  agree¬ 
ment  between  the  parties  to  a  regula¬ 
tory  proceeding  pending  before  the  Pood 
and  Drug  Administration,  to  review  and 
prepare  an  initial  decision  on  the  issue 
in  lieu  of  a  formal  evidentiary  public 
hearing,  is  acting  as  an  administrative 
Igw  tribimal  and  is  not  an  advisory 
committee. 

(9)  An  open  public  conference  or  meet¬ 
ing  conducted  pmsuant  to  §  2.15(b)  is 
not  an  advisory  committee  meeting. 

(c)  The  provisions  of  this  subpart  ap¬ 
ply  only  when  a  committee  convenes  to 
conduct  committee  btisiness.  Site  visits, 
social  gatherings,  informal  discussions 
by  telephone  or  during  meals  or  while 
traveling  or  at  other  professional  fxme- 
tions,  or  other  similar  activities  do  not 
constitute  a  meeting. 

(d)  An  advisory  committee  which  is 
utilized  but  not  established  by  the  Food 
and  Drug  Administration  shall  be  sub¬ 
ject  to  the  provisions  of  this  subpart  only 
to  the  extent  of  such  utilization,  and  not 
with  respect  to  any  other  activities  of 
such  committee. 

(e)  Any  conference  or  meeting  between 
an  employee  of  the  Food  and  Drug  Ad¬ 
ministration  and  a  committee  or  group 
which  is  not  an  advisory  committee  shall 
be  subject  to  the  provisions  of  S  2.15  or 
other  provisions  specifically  applicable 
to  such  committee  or  group,  e.g..  Sub¬ 
part  C  of  this  Part  for  a  Public  Board  of 
Inquiry. 

(f)  nie  provisions  of  this  subpart 
shall  apply  to  all  Food  and  Drug  Ad¬ 
ministration  advisory  committees,  ex¬ 
cept  to  the  extent  that  specific  stautory 
requirements  provide  otherwise  for  a  par¬ 
ticular  committee,  e.g.,  the  Technical 
Electronic  Product  Radiation  Safety 
Standards  Committee  (’TEPRSSC)  and 
the  Board  of  Tea  Experts. 

§  2.301  EstaUishment  and  renenal  of 
public  advisory  committees. 

(a)  A  public  ^advisory  committee  may 
be  established  or  renewed  whenever  it 
is  necessary  or  appropriate  for  such  an 
advisory  committee  to  hold  a  public 
hearing  and  to  review  and  make  recom¬ 
mendations  on  any  matter  pending  be¬ 
fore  the  Pood  and  Drug  Administration. 
Before  an  advisory  ctHnmlttee  is  estab¬ 
lished  or  renewed  it  shall  first  be  ap¬ 
proved  by  the  Department  pursuant  to 
45  CFR  Part  11  and  the  Office  of  Man¬ 
agement  and  Budget  pursuant  to  duly 
promulgated  procedures. 

(b)  Upon  the  establishment  or  renew¬ 
al  of  an  advisory  committee,  the  Com¬ 
missioner  shall  issue  in  the  Federal 
Register  a  notice  certifying  that  the 
establishment  or  renewal  of  the  advisory 
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committee  is  in  the  public  interest  and 
stating  the  structure,  function,  and  pur¬ 
poses  of  the  advisory  committee  and,  if 
it  is  a  standing  advisory  conunittee,  shall 
amend  T  2.340  to  add  it  to  the  list  of 
standing  advisory  committees.  The  no¬ 
tice  shall  be  published  in  the  Federal 
Register  at  least  15  days  prior  to  the 
filing  of  the  advisory  committee  charter 
pursuant  to  paragraph  (c)  of  this  sec¬ 
tion. 

(c)  No  advisory  committee  shall  meet 
or  take  any  action  until  its  charter  is 
prepared  and  filed  as  required  by  section 
9(c)  of  the  Federal  Advisory  Committee 
Act.  This  requirement  shall  be  met  by  an 
advisory  committee  utilized  by  the  Food 
and  Drug  Administration,  even  though 
it  is  not  established  by  the  agency,  prior 
to  such  utilization. 

(d)  An  advisory  committee  not  re¬ 
quired  by  law  will  be  established  or  uti¬ 
lized  only  if  it  is  in  the  public  interest 
and  only  if  its  functions  could  not  rea¬ 
sonably  be  performed  by  other  existing 
advisory  committees  or  by  the  Pood  and 
Drug  Administration  directly. 

(e)  An  advisory  committee  shall: 

(1)  Have  a  clearly  defined  purpose. 

(2)  Have  a  membership  that  is  bal¬ 
anced  fairly  in  terms  of  the  points  of  view 
represented  in  light  of  the  functions  to  be 
performed.  Although  proportional  rep¬ 
resentation  is  not  required,  there  shall 
be  no  discrimination  on  the  basis  of 
race,  color,  national  origin,  religion,  age, 
or  sex  in  ^e  selection  of  sulvlsory  com¬ 
mittee  members. 

(3)  Be  constituted  and  utilized  pro¬ 
cedures  designed  to  assure  that  its  ad¬ 
vice  and  recommendations  are  not  inap¬ 
propriately  influenced  by  any  special 
interest  or  by  the  Food  and  Drug  Admin¬ 
istration,  and  are  the  result  of  the  ad¬ 
visory  committee’s  independent  judg¬ 
ment. 

(4)  Have  an  adequate  staff.  The  Com¬ 
missioner  shall  designate  an  executive 
secretary  and  alternate  for  every  advi¬ 
sory  committee,  who  shall  be  employees 
of  the  Food  and  Drug  Administration. 
’The  executive  secretary  shall  be  respon¬ 
sible  for  all  staff  support  for  the  ad¬ 
visory  committee  unless  other  agency 
employees  are  specifically  designated  for 
this  fvmctiim  with  respect  to  particular 
advisory  committees. 

(5)  Whenever  feasible,  include  repre¬ 
sentatives  of  the  public  interest. 

§  2.302  Termination  of  pnblic  ad^'iaory 
committees. 

(a)  A  standing  advisory  committee 
shall  be  terminated  when  it  is  no  longer 
needed  and  in  any  event  shall  termi¬ 
nate  not  later  than  2  years  following  its 
date  of  establishment  unless  it  is  re¬ 
newed  for  an  additional  2-year  period. 
An  advisory  committee  may  be  renewed 
for  as  many  2-year  periods  as  the  public 
interest  requires.  The  requirements  for 
establishment  of  an  advisory  committee 
pursuant  to  S  2.301  shall  also  apply  to 
renewal  of  an  advisory  committee. 

(b)  Upon  termination  of  any  advi¬ 
sory  committee  the  Commissioner  shall 
issue  in  the  Federal  Register  a  notice 
announcing  the  termination  and  the 
reasons  therefor  and,  if  it  is  a  standiag 
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advisory  committee,  amending  §  2.340  to 
delete  it  from  the  list  of  standing  advi¬ 
sory  committees. 

(c)  The  Technical  Electronic  Product 
Radiation  Safety  Standards  C(Mnmittee 
is  a  permanent  statutory  advisory  com¬ 
mittee  established  by  section  358(f)(1) 
(A)  of  the  Public  Health  Service  Act  (42 
UJS.C.  263f(f)(l)  (A)),  as  added  by  the 
Radiation  Control  for  Health  and  Safety 
Act  of  1968,  and  is  not  subject  to  the 
termination  and  renewal  provisions  of 
paragraph  (a)  of  this  section,  except 
that  a  new  charter  shall  be  prepared  and 
filed  at  the  end  of  each  2-year  period  as 
provided  in  $  2.301(c). 

(d)  The  Board  of  Tea  Exc>erts  is  a 
permanent  statutory  advisory  committee 
established  by  the  Tea  Importation  Act 
(21  U.S.C.  42) .  and  is  not  subject  to  the 
termination  and  renewal  provisions  of 
paragraph  (a)  of  this  section,  except 
that  a  new  charter  shall  be  prepared  and 
filed  at  the  end  of  each  2-year  period 
as  provided  in  §  2.301(c). 

(e)  Color  additive  advisory  commit¬ 
tees  are  required  to  be  established  under 
the  circumstances  specified  in  section 
706(b)(5)  (C)  and  (D)  of  the  act.  A 
(xdor  additive  advisory  committee  is 
subject  to  the  termination  and  renewal 
requirements  of  the  Federal  Advisory 
Committee  Act  and  of  this  subpart. 

§  2.303  Purpose  of  proceedings  before  a 
public  advisory  committee. 

(a)  An  advisory  committee  shall  be 
utilized  to  conduct  public  hearings  on 
matters  of  importance  that  come  before 
the  Food  and  Drug  Administration,  to 
review  the  issues  involved,  and  to  pro¬ 
vide  advice  and  recommendations  to  the 
Commissioner  on  such  matters. 

(b)  TheT  Commissioner  shall  have  sole 
discretion  with  respect  to  action  to  be 
taken  and  policy  to  be  expressed  on  any 
matter  considered  by  an  advisory  com¬ 
mittee. 

§  2.304  Portions  of  public  advisory  com¬ 
mittee  meetings. 

An  advisory  committee  meeting  shall 
have  the  following  separable  portions: 

(a)  The  open  public  hearing.  Every 
advisory  committ^  meeting  shall  in¬ 
clude  an  open  portion  which  shall  con¬ 
stitute  a  public  hearing  during  which 
any  interested  person  may  present  data, 
information,  or  views,  orally  or  in  writ¬ 
ing.  relevant  to  the  advisory  commit¬ 
tee’s  agenda  or  other  work.  Such  hear¬ 
ing  shall  be  conducted  in  accordance 
with  §  2.312. 

(b)  The  open  committee  discussion. 
An  advisory  committee  shall  discuss  any 
matter  pending  before  it  in  an  open  por¬ 
tion  of  its  meeting  unless  the  meeting 
has  been  closed  with  respect  to  that  mat¬ 
ter  pursuant  to  §  2.318.  To  the  maximum 
extent  feasible,  consistent  with  the  policy 
expressed  in  §  2.318,  an  advisory  com¬ 
mittee  shall  conduct  its  discussion  of 
pending  matters  in  an  open  portion.  No 
public  participation  is  permissible  during 
this  portion  of  the  meeting  except  with 
the  consent  of  the  chairman  of  the  ad¬ 
visory  committee. 
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(c)  The  closed  presentation  of  data. 
Data  and  information  which  are  pro¬ 
hibited  from  public  disclosure  pursuant 
to  the  provlsicms  of  Part  4  of  this  chap¬ 
ter  and  the  regulations  referenced 
therein  shall  be  presented  to  the  ad¬ 
visory  committee  in  a  closed  portion  of 
its  meeting.  If  such  data  and  informa¬ 
tion  are  presented  in  the  form  of  a  sum¬ 
mary  which  is  not  prohibited  from  public 
disclosure,  such  presentation  shall  not  be 
made  in  a  closed  portion  of  its  meeting. 

(d)  The  closed  committee  delibera¬ 
tions.  Deliberations  with  respect  to  mat¬ 
ters  pending  before  an  advisory  commit¬ 
tee  may  be  made  in  a  closed  portion  of 
its  meeting  upon  an  appropriate  deter¬ 
mination  by  the  Commissioner  piusuant 
to  S  2.318. 

§  2.305  Notice  of  public  hearing  before 
a  public  advisory  committee. 

(a)  Before  the  first  day  of  each  month, 
and  at  least  15  days  before  any  meeting 
so  annoimced,  the  Commissioner  shall 
publish  a  notice  in  the  Federal  Register 
containing  information  on  all  advisory 
committee  meetings  to  be  held  during 
the  subsequent  month.  Any  advisory 
committee  meetings  for  that  month 
called  subsequent  to  the  publication  of 
the  general  monthly  notice  shall  be  an¬ 
nounced  in  the  Federal  Register  on  an 
individual  basis  at  least  15  days  in  ad¬ 
vance.  The  Cixnmissioner  may  authorize 
an  exception  to  the  notice  requirements 
of  this  section  in  an  emergency  or  for 
other  reasons  requiring  an  immediate 
meeting  of  an  advisory  committee,  in 
which  case  public  notice  shall  be  given 
at  the  earliest  time  and  in  the  most  ac¬ 
cessible  form  feasible  including,  when¬ 
ever  possible,  publication  in  the  Federal 
Register. 

(b)  Hie  Federal  Register  notice  shall 
include: 

(1)  Hie  name  of  the  advisory  commit¬ 
tee. 

(2)  The  date,  time,  and  place  of  the 
meeting. 

(3)  TTie  general  function  of  the  ad¬ 
visory  committee. 

(4)  A  list  of  all  agenda  items,  showing 
whether  each  will  be  discussed  in  an 
open  or  closed  portion  of  the  meeting. 

(5)  If  any  portion  of  the  meeting  is 
closed,  a  statment  of  the  time  of  the 
open  and  closed  portions. 

(6)  The  nature  of  the  subjects  to  be 
discussed  during,  and  the  reasons  for 
closing,  any  closed  portion  of  the  meet¬ 
ing. 

(7)  The  time  specifically  set  aside  for 
oral  statements  by  interested  persons 
and  for  other  public  participation. 

(8)  Hie  name,  address,  and  telephone 
number  of  the  advisory  committee  exec¬ 
utive  secretary  and  any  other  agency 
employee  designated  as  responsible  for 
the  administrative  support  for  the  ad¬ 
visory  committee. 

(9)  A  statement  that  written  submis¬ 
sions  may  be  made  to  the  advisory  com¬ 
mittee  at  any  time.  Such  submissions' 
shall  be  made  pursuant  to  S  2.311(c). 

(10)  Where  a  notice  is  published  in 
the  Federal  Register  less  than  15  days 


before  a  meeting,  an  explanation  for  the 
lateness  of  the  notice. 

(c)  If  a  public  hearing  before  a  public 
advisory  committee  is  being  used  in  lieu 
of  a  formal  evidentiary  public  hearing 
as  provided  in  S  2.300(a)  (3),  an  initial 
notice  of  hearing  shall  be  published  sep¬ 
arately  in  the  Federal  Register  contain¬ 
ing  all  the  information  described  in  §  2.- 
117(e).  Such  a  separate  notice  may  also 
be  published  in  the  Federal  Register 
with  respect  to  any  other  public  hearing 
before  a  public  advisory  committee  when 
the  Commissioner  concludes,  in  his  dis¬ 
cretion,  that  it  would  be  informative  to 
the  public. 

(d)  A  list  of  public  advisory  commit¬ 
tee  meetings  shall  be  distributed  to  the 
press  by  the  Assistant  Commissioner  for 
Public  Affairs. 

(e)  All  public  advisory  committee 
meetings  shall  be  included  on  the  public 
calendar  described  in  $  2.21  (a) . 

§  2.306  Chairman  of  a  public  advisory 
committee. 

(a)  The  advisory  committee  chairman 
shall  have  the  authority  to  conduct 
hearings  and  meetings.  Including  the  au¬ 
thority  to  adjourn  any  hearing  or  meet¬ 
ing  whenever  he  determines  adjourn¬ 
ment  to  be  in  the  public  interest,  to  dis¬ 
continue  discussion  of  a  particular  mat¬ 
ter,  to  conclude  the  open  portion  of  a 
meeting,  or  to  take  any  other  action  in 
furtherance  of  a  fair  and  expeditious 
hearing  or  meeting. 

(b)  If  the  chairman  is  not  a  full-time 
employee  of  the  Food  and  Drug  Admin¬ 
istration,  the  executive  secretary  of  the 
advisory  committee  or  other  designated 
agency  employee,  or  his  alternate,  shall 
be  the  designated  Federal  employee  who 
is  assigned  to  the  advisory  committee. 
The  designated  Federal  employee  is  also 
authorized  to  adjourn  any  hearing  or 
meeting  whenever  he  determines 
adjournment  to  be  in  the  public  interest. 

§  2.307  Meetings  of  a  public  advisory 
committee. 

(a)  No  advisory  committee  may  con¬ 
duct  a  meeting  except  at  the  call  or  with 
the  advance  approval  of,  and  with  an 
agenda  approved  by,  the  designated  Fed¬ 
eral  employee  or  his  alternate.  No  such 
meeting  shall  be  held  in  the  absence  of 
such  designated  Federal  employee. 

( 1 )  If  any  matter  is  added  to  the  agen¬ 
da  after  its  publication  in  the  Federal 
Register  pursuant  to  §  2.303(b)  (4) ,  an 
attempt  shall  be  made  to  so  inform  any 
person  known  to  be  interested  in  such 
matter,  and  the  addition  of  such  matter 
shall  be  announced  at  the  beginning  of 
the  open  portion  of  the  meeting. 

(2)  The  advisory  committee  meeting 
shall  be  conducted  in  accordance  with  the 
approved  final  agenda  insofar  as  is  prac¬ 
tical. 

(b)  Advisory  committee  meetings  shall 
be  held  at  places  that  are  reasonably 
accessible  to  members  of  the  public.  All 
advisory  committee  meetings  shall  be 
held  in  Washington,  DC,  or  Rockville. 
MD,  or  the  immediate  ideinity,  unless 
the  Commissioner  receives  a  written  re¬ 
quest  from  the  advisory  committee  for. 
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and  approves,  a  different  location.  A  dif¬ 
ferent  location  may  be  approved  when 
one  or  more  of  the  following  applies: 

(1)  The  total  cost  of  the  meeting  to 
the  government  will  be  reduced. 

(2)  A  substantial  number  of  the  advi¬ 
sory  committee  members  will  be  at  the 
location  at  no  expense  to  the  Food  and 
Drug  Administration  for  other  reasons, 
e.g.,  for  a  meeting  of  a  professional  asso¬ 
ciation. 

(3)  It  is  a  central  location  which  is 
more  readily  accessible  to  advisory  com¬ 
mittee  members. 

(4)  There  is  a  need  for  increased  par¬ 
ticipation  available  at  that  location. 

(5)  The  advisory  committee  wishes  to 
review  work  or  facilities  in  a  specific  lo¬ 
cation. 

(c)  Advisory  committee  members  may, 
with  the  approval  of  the  Food  and  Drug 
AdmlnlstratJon,  conduct  onsite  visits 
relevant  to  the  work  of  the  advisory  com¬ 
mittee. 

(d)  A  quorum  for  an  advisory  com¬ 
mittee  shall  be  a  majority  of  the  ciurent 
voting  members  of  the  advisory  com¬ 
mittee,  except  as  provided  in  §  2.352(c) 
for  TKPUSSC.  Any  matter  before  the  ad¬ 
visory  committee  shall  be  decided  by  a 
majority  vote  of  the  voting  members 
present  at  the  time,  except  that  the  des¬ 
ignated  Federal  official  may  require  that 
any  final  report  be  voted  upon  by  all 
current  voting  members  of  the  advisory 
committee.  Any  current  voting  member 
of  the  advisory  committee  may  file  a  sep¬ 
arate  report  with  additional  or  minority 
views. 

(e)  Subject  to  availability  of  space, 
any  interested  person  may  attend  any 
portion  of  any  advisory  committee  meet¬ 
ing  which  is  not  closed. 

(f)  Whenever  feasible,  meetings  shall 
be  held  in  government  facilities  or  other 
facilities  involving  the  least  expense  to 
the  public.  The  size  of  the  meetbog  room 
shall  be  reasonable,  considering  such  fac¬ 
tors  as  the  size  of  the  advisory  commit¬ 
tee.  the  number  of  members  of  the  pub¬ 
lic  who  could  be  expected  to  attend  a 
particular  meeting,  ^e  number  of  per¬ 
sons  who  attended  or  sought  to  attend 
similar  meetings  in  the  past,  and  the  re¬ 
sources  and  facilities  available. 

(g)  Any  portion  of  a  meeting  shall  be 
closed  by  the  advisory  committee  chair¬ 
man  when  matters  which  have  been  de¬ 
termined  by  the  Commissioner  to  be 
closed  in  accordance  with  S  2.318  are  to 
be  discussed.  Where  a  portion  of  the 
meeting  is  closed,  the  closed  portion  shall 
be  held  after  the  conclusion  of  the  open 
portion  whenever  practicable. 

(h)  Any  advisory  committee  member 
may  take  notes  during  advisory  commit¬ 
tee  meetings  and  report  and  discuss  ad¬ 
visory  committee  deliberations  after  a 
meeting  is  completed  and  before  official 
minutes  or  a  report  are  available,  within 
such  rules  and  regulations  as  are  adopted 
by  the  Food  and  Drug  Administration 
and  by  the  advisory  committee  with  the 
concurrence  of  the  Food  and  Drug  Ad- 
mlnlstratl(m,  including  all  of  the 
following: 


(1)  There  shall  be  no  attribution  of 
individual  views  expressed  in  a  closed 
session  or  revealing  of  numerical  votes. 

(2)  There  shall  be  no'  reporting  or 
discussion  with  respect  t~  any  particular 
matter  where  the  advisory  committee  or 
the  Food  and  Drug  Administration  spe¬ 
cifically  so  directs,  e.g,,  where  delibera¬ 
tions  are  Incomplete  or  involve  a  sensi¬ 
tive  regiilatory  decision  which  requires 
preparation  for  implementation. 

(3)  There  shall  be  no  reporting  or  dis¬ 
cussion  with  respect  to  data  or  informa¬ 
tion  prohibited  from  public  disclosure 
pursuant  to  S  2.316. 

(4)  Any  notes  or  minutes  kept  or  re¬ 
port  prepared  by  any  advisory  commit¬ 
tee  member  shall  have  no  status  or  effect 
whatever  unless  adopted  as  or  incorpo¬ 
rated  into  the  official  minutes  or  report 
by  the  advisory  committee.  It  shall  be 
the  responsibility  of  each  advisory  com¬ 
mittee  member  to  make  certain  that  the 
official  minutes  and  reports  are  complete 
and  acciirate  and  fully  refiect  what  hap¬ 
pened  at  any  meeting  he  attended. 

§  2.308  Consultation  by  a  public  advi¬ 
sory  committee  with  other  persons. 

(a)  An  advisory  conunittee  may  con¬ 
sult  with  any  person  who  may  have  data, 
Information,  or  views  relevant  to  any 
matter  pending  before  the  advisory 
committee. 

(b)  Any  interested  person  may  submit 
to  the  advisory  committee  a  written  re¬ 
quest  that  it  consult  with  specific  persons 
who  may  have  data,  information,  or 
views  relevant  to  any  matter  pending 
before  the  advisory  committee.  Such  re¬ 
quest  shall  state  why  the  specified  person 
should  be  consulted  and  why  the  views 
of  that  person  cannot  reasonably  be  fur¬ 
nished  to  the  advisory  committee  by  any 
other  means.  The  advisory  committee 
may,  in  its  discretion,  grant  or  deny  such 
a  request. 

§  2.309  Additional  rules  for  a  particular 
public  advisory  committee. 

(a)  In  addition  to  the  rules  established 
for  all  Food  and  Drug  Administration  ad¬ 
visory  committees  in  this  subpart,  any 
advisory  committee  may,  wMh  the  con¬ 
currence  of  the  designated  Federal  of¬ 
ficial,  adopt  additional  rules  which  are 
not  inconsistent  with  this  subpart  or  with 
applicable  legal  requirements. 

(b)  Such  additional  rules  shall  be  in¬ 
cluded  in  the  minutes  of  the  meeting 
when  adopted  and  In  the  materials  com¬ 
piled  pursuant  to  !  2.310  and  shall  be 
available  for  public  dlsclosiu'e  pursuant 
to  S  2.317(c). 

§  2.310  Compilation  of  materials  for 
members  of  a  public  advisory  com¬ 
mittee. 

The  Commissioner  shall  prepare  and 
provide  to  all  advisory  committee  mem¬ 
bers  a  compilation  of  materials  bearing 
upon  an  advisory  committee  member’s 
duties  and  responsibilities.  Including: 

(a)  All  applicable  conffict  of  Inter¬ 
est  laws  and  regulations  and  a  suxnmary 
of  their  principal  provisions. 

(b)  All  applicable  laws  and  regula¬ 
tions  relating  to  trade  secrets  and  con¬ 


fidential  commercial  or  financial  infor¬ 
mation  that  may  not  be  disclosed  pub¬ 
licly  and  a  summary  of  their  principal 
provisions, 

(c)  All  applicable  laws,  regulations, 
and  guidelines  relating  to  the  subject 
matter  covered  by  the  advisory  commit¬ 
tee  and  a  summary  of  their  principal 
provisions. 

(d)  All  applicable  laws,  regulations, 
advisory  committee  charters.  Federal 
Regkter  notices,  curricula  vitae,  rules 
adopted  by  the  advisory  committee,  and 
other  material  relating  to  the  formation, 
composition,  and  operation  of  the  advi¬ 
sory  committee,  and  a  summary  of  their 
principal  provisions. 

(e)  Instructions  on  whom  to  contact 
when  any  questions  arise. 

(f )  Such  other  material  relating  to  the 
Food  and  Drug  Administration  and  the 
subject  matter  covered  by  the  commit¬ 
tee  as  may  facilitate  the  work  of  the 
advisory  committee. 

§  2.311  Written  aubmistiions  to  i|  public 
advisory  committee. 

(a)  Ten  copies  of  all  written  submis¬ 
sions  for  an  advisory  committee  shall  be 
sent  to  the  executive  secretary  of  the  ad¬ 
visory  committee,  unless  an  applicable 
Federal  Register  notice  or  other  regula¬ 
tions  in  this  chapter  specify  otherwise. 
All  such  submissions  shall  be  subject  to 
the  provisions  of  §  2.5,  except  that  no 
copies  need  be  sent  to  tlto  Hearing  Clerk.' 

(b)  At  the  request  of  an  advisory  c(xn- 
mlttee,  or  on  his  own  initiative,  the  Com¬ 
missioner  may  at  any  time  israe  in  the 
Federal  Register  a  notice  requesting  the 
submission  to  the  advisory  committee  of 
written  data,  information,  and  views  per¬ 
tinent  to  any  matter  being  reviewed  by 
an  advisory  committee.  Such  notice  may 
specify  the 'format  in  which  the  submis¬ 
sion  shall  be  made,  the  number  ot  copies 
to  be  submitted,  and  the  time  within 
which  submission  shall  be  made. 

(c)  Any  Interested  person  may  submit 
to  an  advisory  committee  writtm  data, 
information,  or  views  on  any  matter  be¬ 
ing  reviewed  by  that  advisory  commit¬ 
tee.  Voluminous  data  shall  be  accom¬ 
panied  by  a  summary. 

(1)  Any  such  submission  shall  be  dis¬ 
tributed  to  each  advisory  committee 
member,  either  by  mall  or  at  the  next 
advisory  committee  meeting,  and  shall 
be  considered  by  the  advisory  committee 
in  its  review  of  the  matter. 

(2)  An  advisory  committee  may  estab¬ 
lish,  and  shall  give  public  notice  of,  a 
cut-off  date  after  which  submissions  re¬ 
lating  to  any  matter  shall  no  longer  be 
received  or  considered. 

(d)  The  Commissioner  shall  provide 
to  an  advisory  committee  all  data  and 
information  he  concludes  to  be  relevant 
to  any  matter  being  reviewed  by  the  ad¬ 
visory  committee.  Any  niember  of  the 
advisory  committee  shall,  upon  request, 
also  be  provided  any  additional  material 
available  to  the  Food  and  Drug  Admin¬ 
istration  which  he  believes  appropriate 
for  an  Independent  judgment  on  the 
matter,  e.g.,  raw  data  underlying  any 
summary  or  report,  or  a  briefing  on  the 
legal  aspects  of  the  matter. 
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§  2.312  Conduct  of  a  public  hearing  bc- 
foae  a  public  advisory  committee. 

(a)  For  each  advisory  committee 
meeting,  the  open  portion  for  public 
participation  wMch  constitutes  a  public 
hearing  pursuant  to  §  2.30(a)  shall  be 
at  least  1  hour  long  unless  the  public  par¬ 
ticipation  does  not  last  that  long,  and 
may  last  for  whatever  longer  time  the 
advisory  conunittee  chairman  determines 
will  facilitate  the  work  of  the  advisory 
committee.  The  Federal  Register  no¬ 
tice  published  pursuant  to  §  2.303  ’shall 
designate  the  time  specifically  reserved 
for  such  public  hearing,  which  shall 
ordinarily  be  the  first  portion  of  the 
meeting.  Further  public  participation  in 
any  open  portion  of  the  meeting  pur¬ 
suant  to  §  2.304(b)  shall  be  solely  at  the 
discretion  of  the  advisory  committee 
chairman. 

(b)  Any  interested  person  who  wishes 
to  be  assiured  of  the  right  to  make  an 
oral  pres^tation  at  a  particular  advis¬ 
ory  committee  hearing  shall  so  inform 
the  executive  secretary  of  the  advisory 
committee  or  other  designated  agency 
employee,  orally  or  in  writing,  prior  to 
the  advisory  committee  meeting. 

(1)  Such  person  shall  state  the  gen¬ 
eral  natme  of  the  presentation  and  the 
approximate  time  requested.  Whenever 
possible,  all  written  data  and  informa¬ 
tion  to  be  discussed  by  that  person  at 
the  advisory  committee  hearing  shall  be 
furnished  in  advance  to  the  executive 
secretaiy  or  other  designated  agency  em¬ 
ployee.  Such  written  material  sh^  be 
mailed  to  the  advisory  committee  mem¬ 
bers  in  advance  of  the  committee  meet¬ 
ing  If  time  permits,  and  otherwise  will 
be  distrtouted  to  the  advisory  committee 
members  when  they  arrive  for  the  meet¬ 
ing.  Such  mailing  or  distribution  shall 
be  undertaken  only  by  the  agency  unless 
the  agency  specifically  permits  the  per¬ 
son  maJcing  the  presentation  to  mail  or 
distribute  such  material. 

(2)  Prior  to  the  advisory  committee 
hearing,  the  executive  secretary  or  other 
designated  agency  employee  shall  deter¬ 
mine  the  amount  of  time  allocated  to 
each  person  for  his  oral  presentation 
and  the  time  that  oral  presentation  is 
scheduled  to  begin.  Each  such  person 
shall  be  so  informed  In  writing,  or  if  the 
time  prior  to  the  hearing  is  short,  by 
telephone.  Joint  presentations  may  be 
required  by  persons  with  common  in¬ 
terests. 

(c)  The  chairman  of  the  advisory  com¬ 
mittee  shall  preside  at  the  hearing  pur¬ 
suant  to  $2,306  and  shall  be  accom¬ 
panied  by  other  advisory  committee 
members  who  shall  serve  as  a  panel  in 
conducting  the  hearing. 

(d)  Each  person  may  use  his  allotted 
time  in  whatever  way  he  wishes,  consist¬ 
ent  with  a  reasonable  and  orderly  hear¬ 
ing.  A  person  may  be  acccunpanled  by  any 
number  of  additional  persons,  and  may 
present  any  written  data,  information, 
or  views  for  inclusion  in  the  record  of  the 
hearing,  subject  to  the  requirements  of 
$  2.311(c). 

(e)  If  a  person  is  not  present  at  the 
time  specified  for  his  presentation,  the 
persons  following  will  appear  In  order. 


An  attempt  will  be  made  to  hear  any 
such  person  at  the  conclusion  of  the 
hearing.  Any  interested  pertons  attend¬ 
ing  the  hearing  who  did  not  request  an 
opportunity  to  make  an  orsd  presentation 
shall  be  given  an  opportunity  to  make  an 
oral  presentation  at  the  conclusion  of  the 
hearing,  in  the  discretion  of  the  chair¬ 
man  of  the  advisory  committee,  to  the 
extent  that  time  permits. 

(f )  The  chairman  and  other  members 
of  the  advisory  committee  may  question 
any  person  during  or  at  the  conclusion 
of  his  presentation.  No  other  person  at¬ 
tending  the  hearing  may  question  a  per¬ 
son  making  a  presentation.  The  chair¬ 
man  may  allot  additional  time  to  any 
person  when  he  concludes  that  it  is  in 
the  public  interest,  but  may  not  reduce 
the  time  allotted  for  any  person  without 
his  consent. 

(g)  Public  participants  may  question 
an  advisory  committ^  member  only  with 
that  advisory  committee  member’s  per¬ 
mission  and  only  about  matters  before 
the  advisory  committee. 

(h)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  relat¬ 
ing  to  the  admissibility  of  data,  informa¬ 
tion,  and  views  shall  be  made  or  con¬ 
sidered,  but  other  participants  may 
comment  upon  or  rebut  all  such  data, 
information,  and  views.  No  participant 
may  interrupt  the  presentation  of  an¬ 
other  participant  at  any  hearing  for  any 
recuson. 

§  2.313  Minutes  and  reports  of  public 
advisory  conunittee  meetings. 

(a)  The  executive  secretary  or  other 
designated  agency  employee  shall  pre¬ 
pare  detailed  minutes  of  all  advisory 
committee  meetings,  except  that  less  de¬ 
tailed  minutes  may  be  prepared  for  open 
portions  of  meetings  which  are  tran¬ 
scribed  or  recorded  by  the  agency.  Their 
accuracy  shall  be  approved  by  the  advi¬ 
sory  ccxnmittee  and  certified  by  the  advi¬ 
sory  committee  chairman.  Such  approval 
and  certification  may  be  accomplished  by 
mail  and  by  telephone. 

(b)  The  minutes  shall  Include; 

(1)  The  time  and  place  of  the  meet¬ 
ing. 

(2)  The  advisory  committee  members, 
committee  staff,  and  agency  employees 
present,  and  the  names  and  afliliations 
or  interests  of  public  participants  in  the 
meeting. 

(3)  A  copy  of  or  reference  to  all  writ¬ 
ten  information  made  available  for  con¬ 
sideration  by  the  advisory  committee  at 
such  proceedings. 

(4)  A  complete  and  accurate  descrip¬ 
tion  of  matters  discussed  and  conclusions 
reached.  Such  description  shall  be  kept 
separately  for  the  following  portions  of 
the  meeting  to  facilitate  their  public  dis¬ 
closure:  The  open  portions  specified  in 
$  2.304  (a)  and  (b) ,  any  closed  portion 
during  which  a  presentation  is  made  pur¬ 
suant  to  $  2.304(c),  and  any  closed  de¬ 
liberative  portion  pursuant  to  $  2.304(d) . 
The  minutes  of  a  closed  deliberative  por¬ 
tion  of  a  meeting  shall  not  refer  to  ad¬ 
visory  committee  members  by  name,  ex¬ 
cept  upon  their  request,  or  to  data  or 
Information  describe  in  $  2.316(b).  Any 


such  inadvertent  references  which  do 
occur  shall  be  deleted  prior  to  public  dis¬ 
closure. 

(5)  A  copy  of  or  reference  to  all  re¬ 
ports  received,  issued,  or  approved  by  the 
advisory  committee. 

(6)  The  extent  to  which  the  meeting 
was  open  and  closed  to  the  public. 

(7)  The  extent  of  public  participation, 
including  a  list  of  members  of  the  public 
who  presented  oral  or  written  statements. 

(c)  For  all  advisory  committee  meet¬ 
ings  any  portion  of  which  is  closed,  ei¬ 
ther  (1)  the  minutes  of  the  closed  por¬ 
tion  shall  be  available  for  public  dis¬ 
closure  pursuant  to  §  2.316(a)  (6)  (i),  or 
(2)  if  pursuant  to  §  2.316(a)  (6)  (il)  such 
minutes  are  not  promptly  available,  the 
executive  secretary  or  other  designated 
agency  employee  shall  prepare  a  brief 
summary  of  the  matters  considered  in 
such  manner  as  is  informative  to  the 
public,  consistent  with  the  policy  of  5 
U.S.C.  522(b). 

(d)  Where  a  significant  portion  of  the 
meetings  of  an  advisory  committee  is 
closed,  the  advisory  committee  shall  is¬ 
sue  a  report  at  least  annually  setting 
forth  a  summary  of  its  activities  and 
such  related  matters  as  would  be  infor¬ 
mative  to  the  public  consistent  with  the 
policy  of  5  U.S.C.  552(b),  Such  report 
shall  be  a  compilation  of  or  be  prepared 
from  the  individual  reports  on  closed 
portions  of  meetings  prepared  pursuant 
to  paragraph  (c)  of  this  section. 

(e)  The  executive  secretary  of  each 
advisory  committee  or  other  designated 
agency  employee  shall,  with  the  approval 
of  the  advisory  committee,  prepare  an 
annual  report  describing  its  membership, 
functions,  recommendations,  and  other 
actions. 

§  2.314  Transcripts  of  public  advisory 
committee  meetings. 

(a)  A  transcript  or  recording  is  not 
required  for  any  portion  of  an  advisory 
committee  meeting. 

(b)  Each  advisory  committee  shall 
decide  whether  any  portion  or  all  of  its 
meetings  shall  be  transcribed  or  re¬ 
corded  and,  if  so,  by  what  means.  Any 
such  transcription  or  recording  shall  be 
arranged  by  the  agency. 

(c)  If  a  transcript  or  recording  of  an 
open  portion  of  an  advisory  committee 
meeting  is  made  by  the  Food  and  Drug 
Administration,  or  is  made  by  any  in¬ 
terested  person  and  is  submitted  to  the 
Food  and  Drug  Administration,  it  shall 
be  included  in  the  record  of  the  advisory 
committee  proceedings. 

(d)  If  a  transcript  or  recording  of  any 
closed  portion  of  an  advisory  committee 
meeting  is  made  by  the  Food  and  Drug 
Administration,  it  shall  not  be  included 
in  the  administrative  record  of  the  ad¬ 
visory  committee  proceedings.  Any  such 
transcript  or  recording  shall  be  retained 
as  confidential  by  the  Pood  and  Drug 
Administration  and  shall  not  be  dis¬ 
carded  or  erased.  The  chairman  of  the 
advisory  committee  may,  in  his  discre¬ 
tion,  permit  discussion  without  tran¬ 
scription  or  recording  during  any  closed 
portion  of  an  advisory  committee  meet¬ 
ing  that  is  otherwise  being  transcribed  or 
recorded. 
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(e)  Any  transcript  or  recording  of  an 
advisory  committee  meeting  or  portion 
thereof  which  is  publicly  available  pur¬ 
suant  to  this  section  shall  be  available 
at  actual  cost  of  duplication,  which 
shall  be,  where  applicable,  the  fees  es¬ 
tablished  in  §  4.42  of  this  chapter.  The 
P\>od  and  Drug  Administration  may  fur¬ 
nish  the  requested  transcript  or  record¬ 
ing  for  copying  to  a  private  contractor 
who  shall  charge  directly  for  the  cost  of 
copying  pursuant  to  S  4.51  of  this  chap¬ 
ter. 

(f)  Any  person  attending  any  open 
portion  of  an  advisory  committee  meet¬ 
ing  may,  consistent  with  the  orderly  con¬ 
duct  of  the  meeting,  record  or  otherwise 
take  his  own  transcript  of  the  meeting. 
No  person  attending  any  closed  portion 
of  any  advisory  committee  meeting  may 
record  or  otherwise  take  his  own  tran¬ 
script  of  the  meeting,  except  for  an  ofiB- 
clal  transcript  or  recording  arranged  by 
the  Food  and  Drug  Administration. 

§  2.315  Administrative  record  of  a  pub¬ 
lic  hearing  before  a  public  advisory 
committee. 

(a)  Advice  or  recommendations  of  an 
advisory  committee  shall  be  given  only 
on  matters  covered  in  the  administrative 
record  of  the  advisory  committee’s  pro¬ 
ceedings.  Except  as  specified  otherwise  in 
regulations  in  this  chapter,  such  admin¬ 
istrative  record  shall  consist  of  all  of  the 
following: 

(1)  Any  transcript  or  recording  that 
was  made  of  any  open  portion  of  a  meet¬ 
ing  relating  to  the  matter. 

(2)  The  minutes  of  all  portions  of  all 
advisory  committee  meetings  relating  to 
the  matter,  after  any  deletions  pursuant 
to  S  2.313(b)  (4). 

(3)  All  written  submissions  made  to 
and  data  and  information  considered  by 
the  advisory  committee  relating  to  the 
matter. 

(4)  All  reports  made  by  the  advisory 
committ^  relating  to  the  matter. 

(b)  The  record  of  the  administrative 
proceeding  shall  be  closed  at  the  time  the 
advisory  committee  renders  its  advice  or 
recommendations  or  at  any  earlier  time 
specified  by  the  advisory  committee  or 
in  other  sections  in  this  chapter. 

§  2.316  Exatninalion  of  adminif^tralive 
record  and  other  advisory  committee 
records. 

(a)  The  administrative  record  and 
other  advisory  committee  records  shall 
be  available  for  public  disclosure  pursu¬ 
ant  to  the  provisions  of  Part  4  of  this 
chapter,  except  as  provided  in  paragraph 

(b)  of  this  section,  at  the  following  time: 

(1)  The  written  information  made 
available  for  consideration  by  the  ad¬ 
visory  committee  at  any  meeting,  at  the 
same  time. 

(2)  The  transcript  or  recording  of  any 
open  pK>rtion  of  a  meeting,  as  soon  as 
it  is  available. 

(3)  The  minutes  of  any  open  portion 
of  a  meeting,  after  they  have  been  ap¬ 
proved  by  the  advisory  committee  and 
certified  by  the  advisory  committee 
chairman- 


(4)  The  brief  summary  of  any  closed 
portion  of  a  meeting  prepared  pursuant 
to  §  2.313(c),  as  soon  as  it  is  available. 

(5)  All  written  data,  information,  or 
views  submitted  to  the  advisory  commit¬ 
tee  at  any  open  portion  of  a  meeting,  as 
soon  as  they  are  so  submitted. 

(6)  The  minutes  or  portions  thereof 
of  any  closed  executive  portion  of  a 
meeting: 

(i)  For  any  matter  not  directed  to  be 
maintained  as  confidential  pursuant  to 
§  2.307(h)  (2),  after  they  have  been  ap¬ 
proved  by  the  advisory  committee  and 
certified  by  the  advisory  committee 
chairman. 

(li)  For  any  matter  directed  to  be 
maintained  as  confidential  purusant  to 
§  2.307(h)  (2),  after  the  advice  or  report 
of  the  advisory  committee  relevant  to 
those  minutes  or  portions  thereof  is 
acted  upon  by  the  Commissioner,  or 
upon  a  determination  by  the  Commis¬ 
sioner  that  such  minutes  or  portions 
thereof  may  be  made  available  for  pub¬ 
lic  disclosure  without  undue  interfer¬ 
ence  with  agency  or  advisory  committee 
operations. 

(7)  Any  formal  advice  or  report  of  the 
advisory  committee,  after  it  has  been 
acted  upon,  i.e.,  approved,  disapproved, 
or  rejected  as  inadequate,  by  the  Com¬ 
missioner,  or  upon  a  determination  by 
the  Commissioner  that  such  formal  ad¬ 
vice  or  report  may  be  made  available  for 
public  disclosure  without  undue  interfer¬ 
ence  with  agency  and/or  advisory  com¬ 
mittee  operations.  Such  formal  advice 
or  report  may  be  retained  as  confiden¬ 
tial  while  it  is  under  active  advisement. 

(8)  Any  other  advisory  committee  rec¬ 
ords  relating  to  the  matter  involved,  ex¬ 
cept  transcripts  and  recordings  of  closed 
IMrtions  of  advisory  committee  meetings, 
after  the  advice  or  report  of  the  advisory 
committee  relevent  to  those  records  is 
acted  upon  by  the  Commissioner,  or  upon 
a  determination  by  the  Commissioner 
that  such  records  may  be  made  available 
for  public  disclosure  without  undue  in¬ 
terference  with  agency  or  advisory  com¬ 
mittee  operations. 

(b)  The  following  data  and  informa¬ 
tion  contained  in  the  administrative  rec¬ 
ord  shall  not  be  available  for  public  ex¬ 
amination  or  copying  except  as  provided 
in  S  2.117(g): 

(1)  Material  provided  to  the  advisory 
committee  by  the  Food  and  Drug  Admin¬ 
istration  which  is  exempt  from  public 
disclosme  pursuant  to  the  provisions  of 
Part  4  of  this  chapter  and  the  regula¬ 
tions  referenced  therein. 

(2)  Material  provided  to  the  advisory 
committee  by  a  person  making  a  pres¬ 
entation  described  in  §  2.304(c)  and 
which  is  prohibited  from  public  disclo¬ 
sure  pursuant  to  the  provisions  of  Part 
4  of  this  chapter  and  the  regulations  ref¬ 
erenced  therein. 

(c)  The  Public  Records  and  Docu¬ 
ments  Center  shall  maintain  a  file  for 
each  advisory  committee  containing  the 
following  principal  records  of  that  ad¬ 
visory  committee  for  ready  access  by  the 
public:  The  advisory  committee  charter, 
a  list  of  advisory  committee  members 
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and  their  curricula  vitae,  the  minutes  of 
advisory  committee  meetings,,  and  any 
formal  advice  or  report  of  the  advisory 
committee. 

§  2.317  Public  inquiries  and  requests  for 
public  advisory  committee  records. 

(a)  Public  inquiries  on  general  advi¬ 
sory  committee  matters,  except  requests 
for  records,  shall  be  directed  to:  Com¬ 
mittee  Management  Ofllcer  (HFS-20), 
Office  of  the  Associate  Commissioner  for 
Science,  Food  and  Drug  Administration, 
5600  Fishers  Lane,  Rockville,  MD  20852. 

(b)  Public  inquiries  cm  matters  re¬ 
lating  to  a  specific  advisory  committee, 
except  requests  for  records,  shall  be  di¬ 
rected  to  the  executive  secretary  of  the 
advisory  committee  or  other  designated 
agency  employee  as  listed  in  the  Federal 
Register  notices  published  pursuant  to 
§  2.303. 

(c)  All  requests  for  public  advisory 
committee  records,  including  minutes, 
shall  be  made  to  the  Food  and  Drug  Ad¬ 
ministration  Public  Records  and  Docu¬ 
ments  Center  pursuant  to  S  4.40  and  the 
related  provisions  of  Part  4  of  this 
chapter. 

§  2.318  Determination  to  close  portions 
of  public  advisory  committee  meet¬ 
ings. 

(a)  No  advisory  committee  meeting 
shall  be  entirely  closed.  A  portion  of  an 
advisory  committee  meeting  may  be 
closed  only  pursuant  to  a  determination 
made  in  writing  by  the  Commissioner, 
stating  the  reasons  therefor,  in  accord¬ 
ance  with  this  section. 

(b)  The  executive  secretary  of  an  ad¬ 
visory  committee  or  other  designated 
agency  employee  shall  prepare  the  Initial 
request  for  a  determination  to  close  a 
portion  of  an  advisory  committee  meet¬ 
ing,  specifying  the  matter(s)  to  be  dis¬ 
cussed  during  the  closed  portion  and  the 
reasons  why  the  portion  should  be  closed. 
The  Commissioner,  based  upon  this  re¬ 
quest  and  with  the  concurrence  of  the 
Chief  Counsel,  shall  determine  whether 
to  close  a  portion  of  an  advisory  ccmimit- 
tee  meeting.  Such  a  determination  may 
be  made  with  respect  to  a  single  meeting 
or,  where  appropriate,  a  series  of  meet¬ 
ings.  The  reasons  for  closing  a  portion 
of  a  meeting  shall  be  made  in  the  Fed¬ 
eral  Register  notice  of  the  meeting  pub¬ 
lished  pursuant  to  S  2.305  in  accordance 
with  the  following  niles: 

(1)  Any  determination  to  close  a  por¬ 
tion  of  a  meeting  shall  restrict  such 
closing  to  the  shortest  possible  time  con¬ 
sistent  with  the  policy  established  in  this 
section. 

(2)  Portions  of  meetings  devoted  to  the 
review,  discussion,  evaluation,  or  rank¬ 
ing  of  grant  applications,  contract  pro¬ 
posals,  or  performance  by  grantees  and 
contractors  shall  be  closed. 

(3)  Portions  of  meetings  during  which 
matters  are  considered  that  are  prohib¬ 
ited  from  public  disclosure  pursuant  to 
the  provisions  of  Part  4  of  this  chapter 
and  the  regulations  reference  therein 
shall  be  closed. 
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<4  >  Portions  of  meetings  during  which 
matt  el's  are  considered  that  are  exempt 
from  public  disclosure  pursuant  to  5 
U.S.C.  552(b)  may  be  closed  if  the  Com¬ 
missioner  determines  that: 

«i>  It  involves  discussion  of  existing 
documents  falling  within  5  U.S.C.  552 
(b)  (1)  through  (4)  and  (6)  through 
(9>  or  matters  that,  if  in  writing,  would 
faU  within  5  U.S.C.  552(b)  (1)  through 

(4)  and  (6)  through  (9). 

(ii)  It  involves  discussion  of  existing 
documents  falling  within  5  U,S.C.  552 
(b)  (5)  and  §  4.62  of  this  chapter  (inter¬ 
agency  or  intragency  memoranda  or  let¬ 
ters  which  would  not  be  available  by  law 
to  a  party  other  than  an  agency  in  litiga¬ 
tion  with  the  agency)  or  matters  that,  if 
in  writing,  would  fail  within  5  U.S.C.  552 
(b)  (5)  and  S  4.62  of  this  chapter,  and 
it  is  essential  to  close  such  portion  of  such 
meeting  to  protect  the  free  exchange  of 
internal  views  and  to  avoid  undue  inter¬ 
ference  with  agency  or  advisory  commit¬ 
tee  operations. 

(5)  Examples  of  portions  of  advisory 
committee  meetings  which  ordinarily 
may  be  closed  include  the  review,  discus¬ 
sion,  and  evaluation  of  specific  investiga¬ 
tional  or  marketed  drugs  and  devices 
which  are  intended  to  result  in  recom¬ 
mendations  for  regulatory  decisions 
under  the  laws  administered  by  the  Com¬ 
missioner,  deliberative  sessions  to  formu¬ 
late  adwee  and  recommendations  to  the 
agency,  review  of  confidential  data  and 
information,  consideration  of  matters  in¬ 
volving  investigatory  files  compiled  for 
law  enforcement  purposes,  and  review  of 
matters  involving  personal  privacy. 

(6)  Examples  of  advisory  committee 
meetings  which  ordinarily  shall  not  be 
closed  include  the  review,  discussion,  and 
evaluation  of  general  prechnical  and 
clinical  test  protocols  and  procedures  for 
a  clEiss  of  drugs  or  devices,  consideration 
of  labeling  requirements  for  a  class  of 
marketed  drugs  and  devices,  review  of 
data  and  information  on  specific  investi¬ 
gational  or  marketed  drugs  and  devices 
which  have  previously  been  made  public, 
and  presentation  of  any  other  data  or  in¬ 
formation  which  is  not  exempt  from  pub¬ 
lic  disclosure  pursuant  to  the  provisions 
of  Part  4  of  this  chapter  and  the  regula¬ 
tions  referenced  therein. 

(7)  No  portion  of  an  advisory  com¬ 
mittee  meeting  devoted  to  matters  other 
than  those  designated  in  paragraph  (b) 

(1)  through  (4)  of  this  section  may  be 
closed,  and  no  portion  of  a  meeting  of 
the  Technical  Electronic  Product  Radia¬ 
tion  Safety  Standards  Committee  may 
be  closed,  except  in  accordance  with 
§  2.354. 

(8)  A  matter  which  is  properly  con¬ 
sidered  in  an  open  portion  of  an  advisory 
committee  meeting  may  instead  be  con¬ 
sidered  in  a  closed  portion  only  if  it  is  so 
inextricably  intertwined  vrith  matters  to 
be  discussed  in  a  closed  portion  that  it  is 
riot  feasible  to  separate  them  or  discus¬ 
sion  of  the  matter  in  an  open  portion 
would  compromise  or  impinge  upon  the 
matters  to  be  discussed  in  the  closed  por¬ 
tion. 

(c)  A  closed  portion  of  an  advisory 
committee  meeting  shall  be  attended  only 


by  advisory  committee  members  and  Fed¬ 
eral  Govemm^t  Executive  Branch  em¬ 
ployees  and  consultants,  exceprt  as  pro¬ 
vided  in  S  2.304(c)  for  presentation  of 
data  and  information  which  are  pro¬ 
hibited  from  public  disclosure  pursuant 
to  the  provisi<ms  of  Part  4  of  this  chapter 
and  the  regulations  referenced  therein. 
Any  person  making  a  presentation  de¬ 
scribed  in  §  2.304(c)  may  be  accompanied 
by  a  reasonable  number  of  employees, 
consultants,  or  other  persons  with  whom 
he  has  a  commercial  arrangement  within 
the  meaning  of  §  4.81(a)  of  this  chapter. 
If  any  person  other  than  an  advisory 
committee  member  or  a  Federal  Govern¬ 
ment  Executive  Branch  employee  or  spe¬ 
cial  government  employee  or  a  person 
making  a  presentation  described  in 
S  2.304(c)  attends  a  portion  of  an  ad¬ 
visory  committee  meeting,  that  portion 
shall  be  (H>en  to  attendance  by  any  in¬ 
terested  person. 

§  2.319  .\diiiini.strative  remedies. 

Any  person  who  alleges  nonoompliance 
by  the  Oommissioner  or  an  advisory  com¬ 
mittee  with  any  provision  of  this  subpart 
or  the  Federal  Advisory  Committee  Act 
may  pursue  the  following  administrative 
remedies. 

(a)  If  the  person  objects  to  any  action. 
Including  a  failure  to  act,  other  than  de¬ 
nial  of  access  to  an  advisory  committee 
document,  he  shall  submit  a  petition  in 
the  form  and  pursuant  to  the  require¬ 
ments  specified  in  S  2.7.  The  provisions  of 
§  2.11  relating  to  exhaustion  of  adminis¬ 
trative  remedies  shall  be  applicable. 

(1)  If  the  person  objects  to  past  ac- 
ti<m,  the  ijetition  shall  be  submitted 
within  30  days  after  the  action  objected 
to.  If  the  Commissioner  determines  that 
there  was  ncmcomphance  with  any  pro¬ 
vision  of  this  subpart  or  of  the  Federal 
Advisory  Committee  Act,  he  shall  grant 
any  appropriate  relief  and  shall  take  ap- 
pr<M>riate  steps  to  prevent  its  recurrence 
in  the  future. 

(2)  If  the  person  objects  to  proposed 
future  action,  the  Commissioner  shall  ex¬ 
pedite  his  review  of  the  petition  and 
shall  make  a  reasonable  effort  to  render 
a  decision  prior  to  the  action  which  is 
the  subject  of  the  petition. 

(3)  If  the  person  objects  to  action  that 
is  imminent  or  is  occurring  and  which 
could  not  reasonably  have  been  antici¬ 
pated  in  advance,  e.g.,  the  closing  of  a 
portion  of  a  meeting  which  is  made 
known  for  the  first  time  on  the  day  of 
the  meeting,  the  matter  may  be  handled 
by  an  oral  petition  in  heu  of  a  written 
petition. 

(b)  If  the  person  objects  to  a  denial 
of  access  to  an  advisory  committee  docu¬ 
ment,  administrative  review  shall  be  pur¬ 
sued  in  accordance  with  the  procedures 
established  by  the  Department  of  Health, 
Education,  and  Welfare  under  45  CFR 
5.82. 

§  2.320  .Vpplicabilily  lo  Congret..^;. 

The  provisions  of  this  subpart  shall 
apply  to  Congress,  individual  members 
of  Congress,  and  other  employees  or  rep¬ 
resentatives  of  Congress,  in  tlie  same  way 
that  they  apply  to  any  other  member  of 


the  public,  except  that  disclosure  of  ad¬ 
visory  committee  records  to  Congress 
shall  be  governed  by  the  provisions  of 
§  4.87  of  this  chapter. 

§  2.321  Commitlres  working  pursuant  to 
a  contract  with  the  Food  and  Drug 
.Administration. 

(a)  The  Food  and  Drug  Administra¬ 
tion  may  enter  into  contracts  with  inde¬ 
pendent  scientific  or  technical  organiza¬ 
tions  to  obtain  advice  and  recommenda¬ 
tions  on  particular  matters,  and  such 
organizations  may  in  turn  undertake 
such  work  through  existing  or  new  com¬ 
mittees.  Whether  a  particular  committee 
working  pursuant  to  such  a  contract 
is  a  public  advisory  committee  and  thus 
subject  to  all  of  the  provisions  of  the 
Federal  Advisory  Committee  Act  and  this 
subpart  will  depend  upon  application  of 
the  criteria  and  principles  established  in 
§  2.300(b). 

(b)  The  following  minimum  standards 
shall  apply  to  any  committee  of  an  inde¬ 
pendent  scientific  or  technical  organiza¬ 
tion  which  is  working  pursuant  to  a  con¬ 
tract  initially  executed  with  the  Food 
and  Drug  Administration  subsequent  to 
July  1,  1975,  but  which  is  determined 
not  to  be  a  public  advisory  committee: 

(1)  The  committee  shall  give  public 
notice  of  its  meetings  and  agenda,  and 
shall  provide  any  interested  person  an 
opportunity  to  submit  data,  information, 
and  views,  in  writing  at  any  time,  and 
orally  at  specified  times,  relevant  to  the 
matter  which  is  the  subject  of  the  con¬ 
tract.  Such  notice  may  be  published  in 
the  Federal  Register  or  disseminated  by 
any  other  reasonable  means,  and  shall 
in  any  event  be  filed  with  the  Hearing 
Cfierk  not  less  than  15  days  before  the 
meeting.  The  length  of  time  permitted 
for  oral  presentations  and  the  extent  to 
which  the  conunittee  meets  in  open  ses¬ 
sion  other  than  for  such  oral  presenta¬ 
tions  is  in  the  discretion  of  the  com¬ 
mittee. 

(2)  Minutes  of  all  open  sessions  shall 
be  maintained,  to  which  shall  be  attached 
all  written  sutoiissions  made  to  the  com¬ 
mittee  in  open  session.  After  approval, 
such  minutes  shall  be  forwarded  to  the 
Hearing  Clerk  and  placed  on  public  dis¬ 
play.  The  extent  to  which  the  committee 
maintains  minutes  of  closed  sessions  is 
at  the  discretion  of  the  committee. 

(3)  In  selecting  the  members  of  the 
Committee,  the  organization  involved 
shall  apply  the  same  principles  relating 
to  con^cts  of  interest  as  the  Food  and 
Drug  Administration  does  in  establishing 
a  public  advisory  committee.  Such  prin¬ 
ciples  are  set  out  or  cross-referenced  in 
this  subpart  and  in  Subpart  G  of  this 
Part.  Upon  request,  the  Food  and  Drug 
Administration  will  assist  or  provide 
guidance  to  any  such  organization  in 
meeting  this  requirement. 

§  2.322  Application  of  aiilicaiicor 
clauMCN. 

Whenever  the  Commissioner  concludes 
that  it  is  appropriate  to  obtain  an  in¬ 
dependent  review  of  any  scientific  issue 
involving  application  of  the  anticancer 
clauses  in  section  409(c)(3)(A),  512(d) 
(1)(H).  or  706(b)(5)(B)  of  the  act,  in- 
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eluding  whether  a  substance  has  been 
foiind  to  induce  cancer  when  ingested  by 
man  or  animal,  and  whether  a  substance 
has  been  foimd,  after  appropriate  tests 
other  than  ingestion,  to  induce  cancer  in 
man  or  animal,  he  shall  ordinarily  refer 
such  matter  to  the  Toxicology  Advisory 
Committee  which  shall  hold  a  public 
hearing  and  provide  advice  and  recom¬ 
mendations  to  the  Commissioner  on  such 
matter,  except  as  specifically  required 
by  the  provisions  of  section  706(b)  (5) 
(C)  of  the  act  and  §  2.363(a)  (2)  relating 
to  color  additives. 

Members  of  Public  Advisory  Committee 

§  2.330  Qualifications  for  members  of 
standing  policy  and  teeliniral  advi¬ 
sory  committees. 

(a)  Members  of  policy  advisory  com¬ 
mittees,  which  advise  the  Commissioner 
on  broad  and  general  matters,  shall  pos¬ 
sess  the  following  qualifications: 

(1)  Policy  advisory  committee  mem¬ 
bers  shall  possess  diverse  interests,  edu¬ 
cation,  training,  and  experience.  Tech¬ 
nical  expertise  in  the  subject  matter  with 
which  the  advisory  committee  is  involved 
shall  not  be  a  requirement. 

(2)  Policy  advl^ry  committee  mem¬ 
bers  are  special  government  employees 
and  subject  to  the  conflict  of  interest 
laws  and  regulations.  The  Commissioner 
has  determined  that,  because  members 
representing  particular  interests,  e.g.,  a 
representative  of  labor,  industry,  con¬ 
sumers,  or  agriculture,  are  included  on 
advisory  committees  specifically  for  the 
purpose  of  representing  such  interests, 
any  financial  Interest  covered  by  18 
U.S.C.  208(a)  in  the  class  which  the 
member  represents  is  irrelevant  to  the 
services  which  the  government  expects 
from  them  and  thus  is  hereby  exempted 
pursuant  to  18  U.S.C.  208(b)  as  too  re¬ 
mote  and  inconsequential  to  affect  the 
integrity  of  their  services. 

(3)  All  members  of  policy  advisory 
committees  shall  be  voting  members. 

(b)  Members  of  technical  advisory 
committees,  which  advise  on  specific  reg¬ 
ulatory  issues,  shall  possess  the  follow¬ 
ing  qualifications: 

(1)  Voting  members  of  technical  advi¬ 
sory  committees: 

(1)  Shall  possess  expertise  in  the  par¬ 
ticular  subject  matter  with  which  the 
committee  is  concerned.  Members  shall 
have  diverse  professional  education, 
training,  and  experience  so  that  the  com¬ 
mittee  will  reflect  a  balanced  composition 
of  sufficient  scientific  expertise  to  handle 
the  problems  that  come  before  it. 

(11)  Are  special  government  employees, 
subject  to  the  conflict  of  Interest  laws 
and  regulations. 

(2)  The  Commissioner  may,  in  his  dis¬ 
cretion,  provide  for  nonvoting  members 
of  a  technical  advisory  committee  to 
serve  as  representatives  of  and  liaison 
with  Interested  organizations.  Nonvot¬ 
ing  members  of  technical  advisory  com¬ 
mittees: 

(1)  Shall  be  selected  by  the  interested 
organizations,  as  provided  in  9  2.332. 
Technical  expertise  In  the  subject  matter 
with  which  the  advisory  committee  Is  in¬ 
volved  shall  not  be  a  requirement. 


(ii)  Are  special  government  employees 
subject  to  the  conflict  of  interest  laws 
and  regulations,  except  as  provided  in 
9  2.332(e). 

(c)  No  person  may  serve  as  a  voting 
or  nonvoting  member  on  more  than  one 
Food  and  Drug  Administration  advisory 
committee  unless  the  Commissioner  de¬ 
termines  In  writing  that  such  dual  mem¬ 
bership  will  facilitate  the  work  of  the 
committees  involved  and  is  in  the  public 
interest. 

(d)  Members  of  Food  and  Drug  Ad¬ 
ministration  advisory  committees  and 
the  chairman  thereof  shall  be  appointed 
from  among  those  nominated  pursuant 
to  99  2.331  and  2.333  and  from  any  other 
sources  by  the  Secretary,  the  Assistant 
Secretary  for  Health,  or  the  Commis¬ 
sioner,  pursuant  to  duly  promulgated 
procedures  and  delegations  of  authority. 

(e)  Members  appointed  to  an  advisory 
committee  shall  continue  to  serve  for  the 
duration  of  the  advisory  committee,  or 
until  their  terms  of  appointment  ex¬ 
pire,  they  resign,  or  are  removed  from 
membership  by  the  Commissioner. 

(f)  An  advisory  committee  member 
may  be  removed-  from  membership  by 
the  Commissioner  for  good  cause.  Good 
cause  shall  include  excessive  im justified 
absenteeism  from  advisory  committee 
meetings,  a  demonstrated  bias  which  in¬ 
terferes  with  the  ability  to  render  objec¬ 
tive  advice,  failure  to  abide  by  the  pro¬ 
cedures  established  in  this  subpart,  or 
violation  of  other  applicable  rules  and 
regulations,  e.g.,  for  nonvoting  members, 
the  provisions  of  9  2.333(c). 

§  2.331  Nominations  of  voting  members 
of  standing  advisory  committees. 

(a)  The  Commissioner  shall  publish 
one  or  more  notices  in  the  Federal  Reg¬ 
ister  each  year  requesting  nominations 
for  voting  members  of  all  existing  stand¬ 
ing  advisory  committees.  Each  such 
notice  shall  list  separately  the  standing 
advisory  committees  covered  by  the  no¬ 
tice  in  which  it  Is  known  that  vacancies 
will  occur  during  the  next  12  months 
and  in  which  vacancies  are  not  expected 
but  may  occur.  The  notice  shall  invite 
the  submission  of  nominations  for  voting 
members  for  any  vacancies  from  any 
interested  individual  as  well  as  from 
consumer.  Industry,  and  professional  or¬ 
ganizations  for  the  advisory  committees 
listed. 

(b)  The  notice  published  in  the  Fed¬ 
eral  Register  announcing  the  estab¬ 
lishment  .of  a  new  standing  advisory 
committee  pursuant  to  9  2.301(b)  shall 
invite  the  submission  of  nominations  for 
voting  members  for  such  advisory  com¬ 
mittee. 

(c)  Any  interested  person  may  nomi¬ 
nate  one  or  more  qualified  persons  as 
a  member  of  a  particular  advisory  com¬ 
mittee.  Nominations  shall  specify  the 
advisory  committee  for  which  the  nomi¬ 
nee  is  recommended.  A  complete  cur¬ 
riculum  vitae  of  the  nominee  shall  be 
Included.  Nominations  shall  state  that 
the  nominee  is  aware  of  the  nomination, 
is  willing  to  serve  as  a  member  of  the 
advisory  committee,  and  appears  to  have 


no  confiict  of  interest  which  would  pre¬ 
clude  committee  membership. 

(d)  Voting  members  of  standing  tech¬ 
nical  advisory  committees  shall  serve  as 
individuals  and  not  as  representatives 
of  any  group  or  organization  which  nom¬ 
inated  them  or  with  which  they  may  be 
affiliated. 

§  2.332  Nominations  and  selection  of 
nonvoting  members  of  standing 
technical  advisory  committees. 

(a)  The  provisions  of  this  section  shall 
apply  whenever  the  Commissioner  con¬ 
cludes,  in  his  discretion,  that  a  standing 
technical  advisory  committee  should  in¬ 
clude  nonvoting  members  in  order  to 
represent  and  serve  as  a  liaison  with  in¬ 
terested  individuals  and  organizatiems. 

(b)  Except  where  the  Commissioner 
determines  otherwise,  non-voting  mem¬ 
bers  of  a  standing  technical  advisory 
committee  shall  be  limited  to  one  mem¬ 
ber  selected  by  consumer  groups  and 
organizations  and  one  person  selected 
by  industry  groups  and  organizations. 

(c)  With  respect  to  any  nonvoting 
member  representing  consumer  inter¬ 
ests,  the  Commissioner  shall  publish  a 
notice  in  the  Federal  Register  request¬ 
ing  nominations  for  each  Specific  stand¬ 
ing  technical  advisory  committee  for 
which  he  has  determined  that  nonvoting 
members  are  appropriate. 

(1)  A  period  of  60  days  shall  be  per¬ 
mitted  for  submission  of  such  ncxnina- 
tions  for  that  particular  advisory  com¬ 
mittee.  Any  interested  person  may  nomi¬ 
nate  one  or  more  qualified  persons  as 
a  nonvoting  member  of  a  particular  ad¬ 
visory  committee  to  represent  consumer 
interests.  Interested  persons  may,  in  ad¬ 
dition,  nominate  one  or  more  qualified 
persons  for  general  consideration  as  a 
nonvoting  member  of  any  advisory  com¬ 
mittee  to  represent  consumer  interests. 
All  nominations  shall  be  submitted  in 
writing  to  Director,  Office  of  Consumer 
Programs  (HFG-l),  Office  of  Assistant 
Commissioner  for  Professional  and  Con¬ 
sumer  Programs,  Food  and  Drug  Admin¬ 
istration,  Rm.  15B-41,  5600  Fishers  Lane, 
RockvUle,  MD  20852. 

(2)  A  complete  curriculum  vitae  of 
any  nominee  shall  be  Included.  Nomina¬ 
tions  shall  state  that  the  nominee  is 
aware  of  the  nomination,  is  willing  to 
serve  as  a  member  of  an  advisory  com¬ 
mittee,  and  appears  to  have  no  confiict 
of  interest.  If  a  nominee  is  interested 
only  in  a  particular  advisory  committee, 
the  nomination  shall  so  state.  If  a 
nominee  is  interested  In  becoming  a 
member  of  any  advisory  committee,  the 
nomination  shall  so  state.  Nominations 
which  do  not  comply  with  the  require¬ 
ments  of  this  paragraph  shall  not  be 
considered. 

(3)  The  Director,  Office  of  Consumer 
Affairs,  shall  compile  a  list  of  organiza¬ 
tions  representing  consumers  or  other¬ 
wise  involved  in  consumer  affairs,  who 
shall  be  entitled  to  vote  upon  the 
nominees.  Any  organization  which  qiial- 
ifies  as  a  consumer  organization  may  be 
Included  on  such  list  upon  request. 

(4)  After  the  time  for  nominations 
has  expired,  the  curriculum  vitae  for 
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each  oi  the  nominees  shall  be  sent  to 
each  of  the  (xv&nizations  on  the  list 
compiled  pursuant  to  para^rai^  (c)  (3) 
of  this  section  and  to  any  other  person 
submitting  a  nomination,  together  with 
a  ballot  to  be  filled  out  and  returned 
within  30  days.  After  the  time  for  return 
of  the  ballots  hsis  expired,  the  ballots 
shall  be  counted  and  the  nominee  who 
has  received  the  highest  niunber  of  votes 
shall  be  selected  as  the  nonvoting  mem¬ 
ber  representing  consumer  Interests  for 
that  particular  advisory  committee.  In 
the  event  of  a  tie,  the  Commissioner 
shall  select  the  winner  by  lot  from 
among  those  tied  for  the  highest  number 
of  votes. 

(d)  With  respect  to  any  nonvoting 
member  represaiting  industry  interests, 
the  Commissioner  shall  issue  in  the 
Fbdekal  Register,  for  each  specific 
standing  technical  advisory  committee 
for  which  he  has  determined  that  non¬ 
voting  mnnbers  are  appropriate,  a  no¬ 
tice  requesting  that  any  industry  orga¬ 
nization  interested  in  participating  in 
the  selection  of  an  impropriate  non¬ 
voting  member  representing  industry  in¬ 
terests  send  a  letter  stating  that  in¬ 
terest  to  the  Food  and  Drug  Adminis¬ 
tration  employee  designated  in  the  no¬ 
tice  within  30  days.  After  the  time  for 
such  expression  (rf  interest  has  expired, 
a  letter  shall  be  sent  to  each  organiza¬ 
tion  which  has  expressed  such  an  inter¬ 
est,  attaching  a  complete  list  of  all  such 
organizations,  and  stating  that  it  is 
their  responsibility  to  consult  with  each 
other  in  selecting  a  single  nonvoting 
member  representing  industry  interests 
for  that  particular  advisory  committee 
within  60  days  after  receipt  of  the  letter. 
If  no  such  individual  is  so  selected  within 
that  period  of  time,  the  Commissioner 
shall  select  the  nonvoting  member  rep¬ 
resenting  industry  interests  to  serve  on 
that  advisory  committee. 

(e)  The  Commissioner  has  determined 
that,  because  nonvoting  members  repre¬ 
senting  consiuner  and  Industry  Interests 
are  included  on  advisory  committees  spe¬ 
cifically  for  the  purpose  of  representing 
such  Interests  and  have  no  vote,  any 
financial  interest  covered  by  18  U.S.C. 
208(a)  In  the  class  which  the  member 
represents  is  Irrelevant  to  the  services 
which  the  government  expects  from 
them  and  thus  is  hereby  exempted  pur¬ 
suant  to  18  U.S.C.  208(b)  as  tw  remote 
and  inconsequential  to  affect  the  in¬ 
tegrity  of  their  services. 

§  2.333  Rights  and  responsibilities  of 
nonvoting  members  of  advisory  eom- 
mittees. 

(a)  A  nonvoting  member  of  an  advi¬ 
sory  committee  selected  to  represent  and 
serve  as  a  liaison  with  interested  individ¬ 
uals,  associations,  and  organizations, 
shall  have  the  same  rights  as  any  other 
advisory  committee  m«nber  exc^t  that; 

(1)  A  nonvoting  member  shall  not 
vote  on  any  matter  before  the  advisory 
committee  except  such  procedural  mat¬ 
ters  as  additional  rules  adopted  pursuant 
to  §  2.309(a) ,  approval  of  minutes  pur¬ 
suant  to  S  2.313(a),  decisions  relating  to 
transcripts  pursuant  to  S  2.314(b),  and 
future  meeting  dates. 


(2)  A  nonvoting  member  shall  not 
have  access  to  data  and  inf  mmatlon  that 
constitute  a  trade  secret  or  confidential 
commercial  or  financial  information  as 
defined  in  §  4.61  of  this  chapter. 

(b)  A  nonvoting  member  of  an  advi¬ 
sory  committee  is  subject  to,  and  shall 
abide  by,  all  rules  and  regulations 
adopted  by  the  Food  and  Drug  Adminis¬ 
tration  and  the  advisory  cmnmittee. 

(c)  It  is  the  responsibility  of  the  non¬ 
voting  consumer  and  industry  members 
of  an  advisory  committee  to  represent 
the  consumer  and  industry  interests  in 
all  deliberations. 

( 1 )  A  nonvoting  member  does  not  rep¬ 
resent  any  particular  organization  or 
group,  but  rather  represents  all  inter¬ 
ested  pers(ms  within  the  class  which  he  is 
select^  to  represent  Accordingly,  any 
interested  person  within  the  class  rep¬ 
resented  by  that  nonvoting  member  shall 
have  access  to  all  written  statements  or 
oral  briefings  related  to  the  committee 
prepared  by  the  nonvoting  member  for 
distribution  to  any  person  outside  the 
advisory  committee. 

(2)  The  nonvoting  member  shall  re¬ 
view  all  official  advisory  committee  min¬ 
utes  to  assure  their  completeness  and  ac¬ 
curacy. 

(3)  Hie  nonvoting  member  shall  act  as 
a  liasion  and  conduit  between  the  advi¬ 
sory  committee  and  the  interested  per¬ 
sons  whom  he  r^resents,  and  shall 
transmit  requests  for  information  from 
the  committee  and  relevant  data,  in¬ 
formation,  and  views  to  the  committee. 
He  shall  take  the  initiative  in  contact¬ 
ing  interested  persons  whom  he  repre¬ 
sents,  to  se^  out  relevant  data,  informa¬ 
tion,  and  views,  and  to  relate  the  progress 
of  the  advisory  committee. 

(4)  A  nonvoting  industry  member 
shall  represent  all  members  of  the  indus¬ 
try.  and  not  any  particular  association, 
company,  product,  or  ingredient  If  a 
matter  comes  before  the  committee  that 
directly  or  indirectly  affects  the  com¬ 
pany  which  employs  the  nonvoting  in¬ 
dustry  member,  he  shall  so  inform  the 
committee  but  need  not  absent  himself 
during  the  discussion  or  decline  to  par¬ 
ticipate  in  the  discussion.  A  nonvoting 
Industry  member  shall  not  discuss  his 
company’s  position  as  such,  but  may  dis¬ 
cuss  any  matter  in  general  terms.  All 
presentations  and  discussions  of  scien¬ 
tific  data  and  their  Interpretation  on  be¬ 
half  of  a  company  shall  occur  in  open 
session,  except  as  provided  in  $  2.305(c). 

(5)  A  nonvoting  member  of  an  advi¬ 
sory  committee  shall  not  make  any  pres¬ 
entation  to  that  advisory  committee  dur¬ 
ing  a  hearing  conducted  by  that  advisory 
cmnmittee. 

(6)  Although  a  nonvoting  member  is 
serving  in  a  representative  capacity,  he 
shall  exercise  restraint  in  performing  his 
functions  and  shall  not  engage  in  un¬ 
seemly  advocacy  or  attempt  to  exert  un¬ 
due  influence  over  the  other  members  of 
the  committee. 

(d)  A  nonvoting  member  of  an  advi¬ 
sory  committee  may  be  removed  by  the 
Commissioner  for  failure  to  comply  with 
the  provisions  of  this  section  as  well  as 
§  2.330(f). 


§  2,334  Ad  hoc  advisory  commitlee 
members. 

In  selecting  members  of  an  ad  hoc  ad- 
vls(N7  committee,  the  Commissioner  may 
utilize  the  procedures  established  in 
9S  2.331  and  2.332  or  any  other  procedure 
he  concludes  to  be  a^iropriate  under 
the  circumstances. 

§  2.335  Compensation  of  public  advi¬ 
sory  committee  members. 

(a)  All  voting  and  nemvoting  advisory 
committee  members  shall  (1)  be  ap¬ 
pointed  as  special  government  employ¬ 
ees.  except  for  members  of  the  Technical 
Electronic  Product  Radiation  Safety 
Standards  Committee,  and  (2)  receive 
a  consultant  fee  and  be  reimbursed  for 
their  travel  expenses,  including  per  diem 
in  lieu  of  subsistence,  unless  such  com¬ 
pensation  and  reimbursement  is  waived. 

(b)  An  advisory  committee  member, 
notwithstanding  his  primary  residence, 
while  in  attendance  at  meetings  of  the 
full  committee,  or  of  a  subcommittee, 
will  be  paid  whether  the  meetings  are 
held  in  the  Washington,  DC  area  or 
elsewhere. 

(c)  An  advisory  conunittee  member 
who  participates  in  any  agency-directed 
assignment  will  be  paid  at  an  hourly  rate 
when  he  performs  his  work  at  his  home, 
place  of  business,  or  in  a  Food  and  Drug 
Administration  facility  located  within 
his  commuting  area,  and  at  a  daily  rate 
when  he  is  required  to  travel  outside  of 
his  commuting  area  to  perform  his  as¬ 
signment.  An  advisory  committee  mem¬ 
ber  will  not  be  paid  for  time  spent  on 
normal  preparation  for  a  committee 
meeting. 

(1)  An  agency-directed  assignment 
which  meets  the  following  criteria: 

(1)  An  activity  which  requires  imder- 
taking  a  definitive  study.  The  activity 
must  produce  a  tangible  end  product, 
usually  a  written  report.  Examples  are 
(a)  an  analysis  of  the  risks  and  benefits 
of  the  use  of  a  class  of  drxigs  or  a  report 
on  a  specific  problem  generated  by  an 
IND  or  NDA;  (b)  the  performance  of 
similar  investigations  or  analysis  of 
complex  industry  submissions  to  support 
advisory  committee  deliberations  other 
than  normal  meeting  preparation;  (c) 
the  preparation  of  a  statistical  analysis 
leading  to  an  estimate  of  toxlcologlcidly 
safe  dose  levels;  and  (d)  the  design  or 
analysis  of  animal  studies  of  toxicity, 
mutagenicity,  teratogenicity,  or  car¬ 
cinogenicity. 

(ii)  The  performance  of  an  IND  or 
NDA  review  or  similar  review. 

(2)  An  advisory  committee  member 
who  undertakes  a  special  assignment, 
the  end  product  of  which  does  not  rep¬ 
resent  the  end  product  of  the  advisory 
committee,  but  rather  of  his  own  assign¬ 
ment,  can  be  compensated.  Should  such 
preparatory  work  by  advisory  committee 
members  collectively  result  in  an  end 
product  of  the  advisory  committee,  this 
is  to  be  considered  normal  meeting  prep¬ 
aration  and  advisory  committee  mem¬ 
bers  are  not  to  be  compensated  for  this 
work. 

(d)  Salary  while  in  travel  status  is 
authorized  when  an  advisory  committee 
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member  has  his  ordinary  pursuits  inter¬ 
rupted  for  the  substantial  portion  of  an 
additional  day  beyond  the  day  or  days 
on  which  he  performs  services,  and  as 
a  consequence  he  sustains  a  loss  in  his 
regular  compensation.  This  applies  on 
weekends  and  holidays  if  the  special 
government  employee  suffers  a  loss  in 
income  he  would  otherwise  earn  on  that 
day.  For  travel  purposes,  a  substantial 
portion  of  a  day  is  defined  as  50  percent 
of  the  working  day,  and  the  traveler  will 
be  paid  at  a  daily  rate. 

Standing  Advisory  Committees 

§  2.340  List  of  standing  advisory  com- 
mittfws. 

The  following  standing  advisory  com¬ 
mittees  have  been  established  for  the 
Food  and  Drug  Administration. 

(ti)  Office  of  the  Commissioner — (1) 
Board  of  Tea  Experts,  (i)  Date  estab¬ 
lished:  March  2,  1897. 

(ii)  Function:  Advises  on  establish¬ 
ment  of  uniform  standards  of  purity, 
quality,  and  fitness  for  consumption  of 
all  tea  imported  into  the  United  States 
pursuant  to  21  U.S.C.  42. 

(2)  National  Advisory  Food  and  Drug 
Committee,  (i)  Date  established:  Novem¬ 
ber  15,  1974. 

(ii)  Function:  Reviews  and  evaluates 
agency  programs  and  advises  on  policy 
matters  of  national  significance  as  they 
relate  to  the  statutory  missicm  of  the 
Food  and  Drug  Administration  in  the 
areas  of  foods,  drugs,  cosmetics,  medical 
devices,  blolo^cal  products,  and  elec¬ 
tronic  products.  Reviews  and  makes  rec¬ 
ommendations  on  applications  for 
grants-in-aid  for  research  projects  rele¬ 
vant  to  the  mission  of  the  Food  and  Drug 
Administration  as  required  by  law. 

(3)  Toxicology  Advisory  Committee. 

(i)  Date  established:  December  9,  1974. 

(ii)  Function:  Reviews  and  evaluates 
available  data  relating  to  the  evaluation 
of  the  safety  of  chemicals  present  in 
foods,  drugs,  cosmetics,  and  medical  de¬ 
vices.  Advises  on  the  safety  of  si>ecific 
human  drugs,  animal  drugs,  color  and 
food  additives,  cosmetic  components,  and 
components  of  devices.  Recommends  the 
development  of  standardized  methodolo¬ 
gies  for  the  toxicity  testing  of  such  ma¬ 
terials. 

(b)  Bureau  of  Biologies.  (1)  Advisory 
review  panels  for  biological  products,  and 
dates  established,  (i)  Bacterial  Vaccines 
and  Bacterial  Antigens  Panel.  Estab¬ 
lished  December  22, 1972. 

(ii)  Bacterial  Vaccines  and  Toxoids 
Panel.  Established  April  16,  1973. 

(iii)  Viral  Vaccines  and  Rickettsial 
Vaccines  Panel.  Established  April  16. 
1973. 

(iv)  Skin  Test  Antigens  Panel.  Estab¬ 
lished  August  24,  1973. 

(V)  Allergenic  Extracts  Panel.  Estab¬ 
lished  August  24, 1973. 

(vi)  Blood  and  Blood  Derivatives 
Panel.  Established  August  24,  1973. 

(2)  P\mction:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  biological  products. 

(c)  Bureau  of  Drugs — (1)  Anti-Infec¬ 
tive  Agents  Advisory  Committee.  (1)  Date 
established:  August  30, 1967. 


(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  Investiga¬ 
tional  prescription  drugs  for  use  in  in¬ 
fectious  diseases. 

(2)  Arthritis  Advisory  Committee.  (1) 
E>ate  established:  April  5.  1974. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  ar¬ 
thritic  cwidltlons. 

(3)  Biometric  and  Epidemiological 
Methodology  Advisory  Committee.  (1) 
Date  established:  March  7,  1968. 

(ii)  F\mction:  Reviews  and  evaluates 
scientific  studies  and  data  with  respect 
to,  and  otherwise  advises  the  Commis¬ 
sioner  on,  epidemiological  and  biomet¬ 
rical  methodology. 

(4)  Cardiovascular  and  Renal  Ad¬ 
visory  Committee,  (i)  Date  established: 
August  27, 1970. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in 
cardiovascular  and  renal  disorders. 

(5)  Controlled  Substances  Advisory 
Committee,  (i)  Date  established:  Sep¬ 
tember  27. 1973. 

(ii)  Function:  Advises  the  Commis¬ 
sioner  regarding  the  scientific  and  medi¬ 
cal  evaluation  of  all  information 
gathered  by  the  Department  of  Justice 
and  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  with  regard  to  safety, 
effedtiveness,  and  abuse  potential  of 
drugs  or  other  substances  classified  as 
stimulants,  sedatives,  hypnotics,  or 
analgesics,  and  recommends  actions  to 
be  taken  with  regard  to  control  of  such 
substances. 

(6)  Dental  Drug  Products  Advisory 
Committee.  (1)  Date  established:  June  6. 
1972. 

(ii)  Fxmetion:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  dentistry. 

(7)  FDA/NIDA  Drug  Abuse  Research 
Advisory  Committee,  (i)  Date  estab¬ 
lished:  March  9, 1967. 

(ii)  F\inction:  Advises  the  Food  and 
Drug  Administration  on  action  to  be 
taken  with  respect  to  investigational  use 
of  substances  with  abuse  potential.  Ad¬ 
vises  the  National  Institute  on  Drug 
Abuse  on  supplies  of  substances  for 
clinical  studies  and  on  quantities  of  sub¬ 
stances  for  animal  and  in  vitro  studies. 
Advises  FDA  and  NIDA  on  development 
of  broad  outlines  for  studies  of  sub¬ 
stances  with  abuse  potential  and  on  new 
methods  and  tests  in  animals  and  man 
by  which  the  dependence  liability  of  in¬ 
vestigational  drugs  may  be  estimated. 

(8)  Endocrinology  and  Metabolism 
Advisory  Committee,  (i)  Date  estab¬ 
lished:  August  27, 1970. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  en¬ 
docrine  and  metabolic  disorders. 

(9)  Gastrointestinal  Drugs  Advisory 
Committee.  (i)  Date  established: 
January  3, 1974. 


(11)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  gas¬ 
trointestinal  diseases. 

(10)  Neurologic  Drugs  Advisory  Com¬ 
mittee.  (1)  Date  established:  June  4, 
1974. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fect!  venes  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in 
neurologic  disease. 

(11)  Obstetrics  and  Gynecology  Ad¬ 
visory  Committee,  (i)  Date  established: 
August  31,  1965. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  ^d  ef¬ 
fectiveness  of  marketed  and  InvKtiga- 
tional  prescription  drugs  for  use  in  the 
practice  of  otetetrics  and  gynecology. 

(12)  Oncologic  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established:  October  24, 
1973. 

(il)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
treatment  of  cancer, 

( 13)  Ophthalmic  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established:  September 
20.  1971. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  dis¬ 
eases  and  disorders  of  the  eye. 

(14)  Psychopharmacological  Agents 
Advisory  Committee,  (i)  Date  estab¬ 
lished:  Jime  4. 1974. 

(ii)  function:  Reviews  and  evaluates 
available  data  concerning  the  safety  smd 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  psychiatry  and  related  fields. 

(15)  Pulmonary -Allergy  and  Clinical 
Immunology  Advisory  Committee,  (i) 
Date  established:  February  17,  1972. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
treatment  of  pulmonary  disease  and 
diseases  with  allegeric  and/or  immuno- 
logdc  mechanisms. 

(16)  Radioactive  Pharmaceuticals  Ad¬ 
visory  Committee,  (i)  Date  established: 
August  30,  1967. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  nuclear  medicine. 

(17)  Respiratory  and  Anesthetic 
Drugs  Advisory  Committee,  (i)  Date  es¬ 
tablished:  March  23, 1966. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
field  of  anethesiology. 

(18)  Surgical  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established:  September 
14.  1971. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  In  the 
field  of  smgery. 
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(19)  Advisory  review  panels  for  over- 
the-counter  iOTC)  drugs,  (i)  Dates  es¬ 
tablished. 

(a)  Antimicrobial  Panel.  Established 
March  16. 1972. 

(b)  Internal  Analgesic  Panel.  Estab¬ 
lished  August  31, 1972. 

(c)  Cold,  Cough,  Allergy,  Bronchodi- 
lator,  and  Antiasthmatic  Panel.  Estab¬ 
lish^  September  19, 1972. 

(d)  Sedative,  Tranquilizer,  and  Sleep 
Aid  Panel.  Established  September  19, 

1972. 

(c)  Laxative,  Antidiarrheal,  Antiemet¬ 
ic,  and  Emetic  Panel.  Established  De¬ 
cember  27, 1972. 

(/)  Topical  Analgesic  Panel.  Estab¬ 
lished  December  27, 1972. 

(g)  Dentifrice  and  Dental  Care  Panel. 
Established  December  27, 1972. 

(A)  Hemorrhoidal  Panel.  Established 
April  16, 1973. 

(1)  Ophthalmic  Panel.  Established 
April  16, 1973. 

(j)  Contraceptive  and  Other  Vaginal 
Drug  Products  Panel.  Established  Jime 
27, 1973. 

(k)  Oral  Cavity  Panel.  Established 
July  16, 1973. 

(2)  Antiperspirant  Panel.  Established 
July  16, 1973. 

(m)  Miscellaneous  Internal  Drug 
Products  Panel.  Established  July  16, 

1973. 

(n)  Miscellaneous  External  Drug 
Products  Panel.  Established  July  16, 1973. 

(o)  Vitamin,  Mineral,  and  Hematinic 
Panel.  Established  July  16, 1973. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  nonprescription  drug 
products. 

(d)  Bureau  of  Medical  Devices  and 
Diagnostic  Products.  (1)  Advisory  review 
panels  for  medical  devices,  and  dates  es¬ 
tablished. 

(1)  Cardiovascular  Panel.  Established 
March  22, 1972. 

(ii)  Orthopaedic  Panel.  Established 
April  25, 1972. 

(iii)  Diagnostic  Products  Advisory 
Committee.  Established  August  9,  1972. 

(iv)  Dental  Panel.  Established  Octo¬ 
ber  3, 1972. 

(V)  Anesthesiology  Panel.  Established 
October  3, 1972. 

(vi)  Gastroenterology  and  Urological 
Panel.  Established  April  16, 1973. 

(vii)  Obstetrical  and  Gynecological 
Panel.  Established  April  16, 1973. 

(viii)  Radiology  Panel.  Established 
October  15, 1973. 

(ix)  Neurology  Panel,  Established 
October  15. 1973. 

(x)  General  Hospital  Panel.  Elstab- 
lished  October  15, 1973. 

(xi)  Physiatry  Panel.  Established 
October  15, 1973. 

(xii)  General  and  Plastic  Surgery 
Panel.  Established  October  15,  1973. 

(xiii)  Ear,  Nose,  and  Throat  Patiel. 
Established  October  15, 1973. 

(xiv)  Ophthalmic  Panel.  Established 
October  15, 1973. 

(2)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  devices  currently  in  use 


and  makes  recommendations  for  their 
regulation. 

(e)  Bureau  of  Radiological  Health — 

(1)  Medical  Radiation  Advisory  Com¬ 
mittee.  (1)  Date  established:  October  31, 
1963. 

(ii)  Function:  Advises  on  the  formu¬ 
lation  of  policy  and  development  of  a 
coordinated  program  related  to  the  ap¬ 
plication  of  ionizing  radiation  in  the 
healing  arts. 

(2)  Technical  Electronic  Product 
Radiation  Safety  Standards  Committee. 
(i)  Date  established:  October  18,  1968. 

(ii)  P*unction:  Advises  on  technical 
feasibility,  reasonableness,  and  practica¬ 
bility  of  performance  standards  for  elec¬ 
tronic  products  to  control  the  emission 
of  radiation  pursuant  to  42  U.S.C.  263 

(f)(1)(A). 

(3)  Radiation  Bio-Effects  and  Epi¬ 
demiology  Advisory  Committee,  (i)  Date 
established:  October  21,  1971. 

(ii)  Function:  Advises  on  the  total  re¬ 
search  program  of  laboratory  and  epi¬ 
demiological  studies  of  biological  effects 
and  health  implications  of  exposure  to 
radiation. 

(f)  National  Center  for  Toxicological 
Research,  Science  Advisory  Board.  (1) 
Date  established:  Jime  2,  1973. 

(2)  Function:  Advises  on  establish¬ 
ment  an  implementation  of  a  research 
program  that  will  assist  the  Commis¬ 
sioner  of  Food  and  Drugs  and  the  Ad¬ 
ministrator,  Environmental  Protection 
Agency,  in  fulfilling  their  regulatory 
responsibilities. 

Technical  Electronic  Products  Radia¬ 
tion  Safety  Standards  Committee 

§  2.350  Establishment  of  the  Teehniral 
Electronic  Product  Radiation  Safety 
Standards  Committee  (TEPRSSC). 

The  Technical  Electronic  Product 
Radiation  Standards  Committee  (TEP 
RSSC),  consisting  of  15  members,  is 
established  pursuant  to  the  Radiation 
Control  for  Health  and  Safety  Act  of 
1968  (42  U.S.C.  263f  (f)  (1)  (A) ) .  The  pur¬ 
pose  of  TEPRSSC  is  to  provide  consulta¬ 
tion  with  the  Commissioner  before  he 
prescribes  any  performance  standard 
for  an  electronic  product,  as  required  by 
law. 

§  2.331  Functions  of  TEPRSSC. 

(a)  In  performing  its  fimction  of 
advising  the  Commissioner,  TEPRSSC: 

(1)  May  propose  electronic  product 
radiation  safety  standards  to  the  Com¬ 
missioner  for  his  consideration. 

(2)  Shall  provide  consultation  to  the 
Commissioner  on  all  performance  stand¬ 
ards  proposed  for  consideration  imder 
42  U.S.C.  263f. 

(3)  May  make  recommendations  to  the 
Commissioner  on  any  other  matters  it 
deems  necessary  or  appropriate  in  ful¬ 
filling  the  purposes  of  the  act. 

(b)  Responsibility  for  action  with  re¬ 
spect  to  performance  standards  under  42 
U.S.C.  263f  rests  with  the  Commissioner, 
after  receiving  the  advice  of  TEPRSSC. 

§  2.352  Procedures  of  TEPRSSC. 

(a)  When  the  Commissioner  is  con¬ 
sidering  promulgation  of  a  performance 


standard  for  an  electronic  product,  or 
any  amendment  of  an  existing  standard, 
he  shall,  prior  to  issuance  of  a  proposed 
regulation  in  the  Federal  Register,  sub¬ 
mit  to  TEPRSSC  the  proposed  standard 
or  amendment  under  consideration,  to¬ 
gether  with  other  relevant  information 
to  aid  TEPRSSC  in  its  deliberations. 

(b)  The  agenda  and  other  material  to 
be  considered  at  any  meeting  shall  be 
sent  to  members  whenever  possible  at 
least  2  weeks  prior  to  the  meeting. 

(c)  Ten  members  shall  constitute  a 

quorum,  provided  at  least  three  members 
from  each  group  specified  in  42  U.S.C. 
263f(f)(l)(A)  and  in  §  2.353(a),  l.e., 
government,  industry,  and  the  public, 
are  present.  _ 

(d)  The  chairman  of  TE3*RSSC  shall 
ordinarily  submit  to  the  Commissioner 
a  report  of  the  committee’s  considera¬ 
tion  of  any  proposed  performance  stand¬ 
ard  for  an  electronic  product  within  60 
days  after  such  consideration.  If  the 
chairman  believes  that  more  time  is 
needed,  he  shall  so  inform  the  Director 
of  the  Bureau  of  Radiological  Health  in 
writing,  in  which  case  an  additional  30 
days  will  be  allowed  to  make  the  report. 

(e)  nie  provisions  of  5§  2.300  through 
2.319  shall  be  applicable  to  TEPRSSC, 
except  where  other  provisions  are  spe¬ 
cifically  included  in  §  §  2.350  through 
2.354. 

§  2.353  Membership  of  TEPRSSC. 

(a)  The  members  shall  be  appointed 
by  the  Commissioner  after  consultation 
with  public  and  private  associations  and 
organizations  concerned  with  the  tech¬ 
nical  aspect  of  electronic  product  radia¬ 
tion  safety.  TEIPRSSC  shall  consist  of 
fifteen  members,  each  of  whom  shall  be 
technically  qualified  by  training  and  ex¬ 
perience  in  one  or  more  fields  of  science 
or  engineering  applicable  to  electronic 
product  radiation  safety,  as  follows: 

(1)  Five  members  shall  be  selected 
from  government  agencies,  including 
State  and  Federal  governments. 

(2)  Five  members  shall  be  selected 
from  the  affected  Industries  after  con¬ 
sultation  with  Industry  representatives. 

(3)  Five  members  shall  be  selected 
from  the  general  public,  of  whom  at  least 
one  shall  be  a  representative  of  organized 
labor. 

(b)  The  Cwnmlssioner  shall  appoint  a 
committee  member  as  chairman  of 
TEPRSSC. 

(c)  AiHX>lntments  of  members  shall 
be  for  a  term  of  3  years  or  as  specified 
by  the  Commissioner. 

(1)  The  chairman  shall  be  appointed 
for  a  term  concurrent  with  his  teim  as  a 
member  of  TEPRSSC.  If  the  chairman¬ 
ship  becomes  vacant  without  adequate 
notice,  the  executive  secretary  may  ap¬ 
point  a  committee  member  as  temporary 
chairman  pending  appointment  of  a  new 
chairman  by  the  CTommlssioner. 

(2)  Mem^rs  shall  not  be  reappointed 
for  a  second  consecutive  full  term. 

(d)  A  person  otherwise  qualified  for 
membership  shall  not  be  eligible  for  se¬ 
lection  as  a  member  of  TEPRSSC  from 
government  agencies  or  the  general  pub¬ 
lic  if  the  Commissioner  determines  that 
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he  does  not  meet  the  requirements  of 
the  conflict  of  interest  laws  and  regula¬ 
tions. 

(e)  Retention  of  membership  is  con¬ 
ditioned  upon: 

(1)  The  member’s  continued  status  as 
a  member  of  the  group  from  which  he 
was  selected  as  specified  in  paragraph 

(a)  of  this  section. 

(2)  The  absence  of  any  conflict  of  in¬ 
terest  during  the  term  of  membership  as 
specifled  in  paragraph  (d)  of  this 
section. 

(3)  Active  participation  in  TEPRSSC 
activities. 

(f)  Appointment  as  a  member  of 
TEPRSSC  shall  be  conditioned  upon  a 
certification  from  the  prospective  mem¬ 
ber  that  he: 

(1)  Agrees  to  the  procedures  and  cri¬ 
teria  as  specifled  in  this  subpart. 

(2)  Has  no  conflict  of  Interest  as  spec¬ 
ified  in  paragraph  (d)  of  this  section. 

(3)  Will  notify  the  executive  secretary 

of  TEPRSSC  prior  to  any  change  in  his 
representative  status  on  TEJPRSSC  which 
may  be  contrary  to  the  conditions  of  his 
appointment.  _ 

(g)  Members  of  TEPRSSC  who  are 
not  full-time  ofllcers  or  employees  of  the 
United  States  shall,  in  accordance  with 
42  U.S.C.  210(c),  receive  compensation 
piursuant  to  the  provisions  of  §  2.335. 

§  2.354  Conduct  of  TEPRSSC  meeting!* ; 
availability  of  TEPRSSC  records. 

(a)  In  accordance  with  42  U.S.C.  263 
(f)  (1)  (B),  all  proceedings  of  TEPRSSC 
shall  be  open,  except  as  provided  in  par¬ 
agraph  (b)  of  this  section,  and  shall  be 
recorded,  and  the  record  of  each  such 
proceeding  shall  be  available  for  public 
inspection. 

(b)  The  provisions  of  paragraph  (a) 
of  this  section  with  respect  to  open 
meetings  shall  not  apply  where 
TEPRSSC: 

(1)  Consider  any  information  which 
contains  or  relates  to  a  trade  secret  or 
other  matter  referred  to  in  18  U.S.C. 
1905  and  thus  in  accordance  with  42 
U.S.C.  2631  (e)  may  not  be  publicly 
disclosed. 

(2)  Meets  in  executive  session  to  for¬ 
mulate  and  vote  on  its  recommendations 
or  to  consider  administrative  matters. 

Color  Additive  Advisory  Committees 

§  2.360  Establishment  of  a  color  addi¬ 
tive  advisory  committee. 

The  Commissioner  shall  establish  a 
color  additive  advisory  committee  when¬ 
ever: 

(a)  The  Commissioner  concludes,  in 
his  discretion,  that  it  would  be  in  the  pub¬ 
lic  interest  for  a  color  additive  advisory 
committee  to  review  and  make  recom¬ 
mendations  with  respect  to  the  safety  of 
any  color  additive  on  which  important 
issues  are  pending  before  the  Food  and 
Drug  Administration,  and  for  interested 
Ijersons  to  present  data.  Information,  and 
views  at  an  oral  public  hearing  before 
a  color  additive  advisory  committee, 

(b)  Any  person  who  would  be  adversely 
affected  by  the  Issuance,  amendment,  or 
r^>eal  of  a  regulation  listing  a  color  ad¬ 
ditive  requests  that  any  issue  relating 


to  the  safety  of  the  color  additive  aiising 
under  section  706(b)  (5)  (B)  of  the  act 
because  of  the  color  additive’s  potential 
or  actual  carcinogenicity  and  requiring 
the  exercise  of  scientific  Judgment  be  re¬ 
ferred  to  a  color  additive  advisory  com¬ 
mittee. 

(1)  The  provisions  of  paragraph  (b) 
of  his  section  are  inapplicable  to  any 
issue  arising  under  the  transitional  pro¬ 
visions  in  section  203  of  the  Color  Addi¬ 
tive  Amendments  of  1960  relating  to  pro¬ 
visional  listing  of  commercially  estab¬ 
lished  colors.  Any  color  additive  advisory 
committee  to  consider  any  such  matter 
shall  be  established  pursuant  to  the  pro¬ 
visions  of  paragraph  (a)  of  this  section. 

(2)  A  request  for  establishment  of  a 
color  additive  advisory  conunittee  shall 
be  pursuant  to  §  2.7.  ’The  Commissioner 
may  deny  any  such  petition  if  inadequate 
grounds  are  stated  for  establishment  of  a 
color  additive  advisory  committee.  A  re¬ 
quest  for  establishment  of  a  color  addi¬ 
tive  advisory  committee  may  not  rest  on 
mere  allegations  or  denials,  but  must  set 
forth  specific  facts  showing  there  is  a 
genuine  and  substantial  issue  of  fact  that 
requires  scientific  judgment  and  justifies 
a  hearing  before  a  color  additive  advisory 
committee.  When  it  conclusively  appears 
from  the  request  for  a  color  additive  ad¬ 
visory  committee  that  the  matter  is  pre¬ 
mature  or  that  it  does  not  involve  an 
issue  arising  under  section  706(b)  (5)  (B) 
of  the  act  or  there  is  no  genuine  and 
substantial  issue  of  fact  requiring  scien¬ 
tific  judgment  or  for  any  other  reason  a 
color  additive  advisory  committee  is  not 
justified,  the  Commissioner  may  deny  the 
establishment  of  a  color  additive  ad¬ 
visory  committee, 

(3)  Establishment  of  a  color  additive 
advisory  committee  on  the  request  of  an 
interested  person  shall  be  conditioned 
upon  receipt  of  the  applicable  fee  spec¬ 
ifled  in  §  2.364. 

(4)  Any  person  so  adversely  affected 
may  request  referral  of  such  a  matter  to 
a  color  additive  advisory  committee  at 
any  time  before,  or  within  30  days  after, 
publication  of  an  order  of  the  Commis¬ 
sioner  acting  upon  a  color  additive  peti¬ 
tion  or  proposal. 

§  2.361  Functions  of  a  color  additive  ad¬ 
visory  committee. 

(a)  A  color  additive  advisory  commit¬ 
tee  shall  review  all  available  information 
relating  to  the  matter  referred  to  it,  in¬ 
cluding  all  data  and  information  con¬ 
tained  in  any  pertinent  color  additive 
petition  and  in  Food  and  Drug  Adminis¬ 
tration  flies.  All  such  data  and  informa¬ 
tion  so  reviewed  shall  be  placed  on  pub¬ 
lic  display  and  available  for  review  at  the 
office  of  the  Hearing  Clerk. 

(b)  ’The  Commissioner  shall  specify  to 
the  color  additive  advisory  committee,  in 
writing,  the  issues  on  which  review  and 
recommendations  are  requested. 

(c)  The  date  of  the  first  meeting  of  a 
color  additive  advisory  committee,  fol¬ 
lowing  receipt  of  the  administrative  rec¬ 
ord  by  each  of  the  committee  members, 
shall  be  designated  as  the  beginning  of 
the  period  allowed  for  consideration  of 
the  matter  by  the  color  additive  advisory 


committee.  Within  60  days  after  that 
first  meeting,  unless  the  time  is  extended 
as  provided  in  paragraph  (d)  of  th^ 
sectiMi,  the  chairman  of  the  color  addi¬ 
tive  advisory  committee  shall  certify  to 
the  Commissioner  the  report  containing 
the  recommendations  of  the  color  addi¬ 
tive  advisory  committee,  including  any 
minority  report.  The  report  shall  state 
the  recommendations  of  the  color  addi¬ 
tive  advisory  committee  and  the  reasons 
or  basis  for  such  recommendations.  ’The 
report  shall  include  copies  of  all  material 
considered  by  the  color  additive  advisory 
committee  in  addition  to  the  adminis¬ 
trative  record  furnished  to  it. 

(d)  If  the  chairman  concludes  that  the 
color  additive  advisory  committee  needs 
additional  time,  he  shall  so  inform  the 
Commissioner  in  writing  and  may  certify 
the  report  of  the  color  additive  advisory 
committee  to  the  Commissioner  within 
90  days  instead  of  60  days. 

(e)  More  than  one  matter  may  be  han¬ 
dled  by  a  color  additive  advisory  commit¬ 
tee  concurrently. 

§  2.362  Proreduros  of  a  color  additive 
advisory  committee. 

(a)  A  color  additive  advisory  commit¬ 
tee  shall  be  subject  to  all  the  require¬ 
ments  of  the  Federal  Advisory  Commit¬ 
tee  Act  and  this  subpart. 

(b)  All  interested  persons  shall  have 
a  right  to  consult  with  the  color  additive 
advisory  committee  reviewing  a  matter, 
and  to  submit  data,  information,  and 
views  to  a  color  additive  advisory  com¬ 
mittee,  in  accordance  with  the  proce¬ 
dures  established  in  this  subpart. 

§  2.363  Membership  of  a  color  additive 
advisory  committee. 

(a)  The  member  of  a  color  additive 
advisory  committee  shall  be  selected  in 
the  following  manner: 

(1)  If  a  color  additive  advisory  com¬ 
mittee  is  established  for  purposes  that  do 
not  include  review  of  an  issue  arising 
under  section  706(b)  (5)  (B)  of  the  act,  or 
is  established  on  the  initiative  of  the 
Commissioner,  the  Commissioner  may 
utilize  the  procedure  established  in  par¬ 
agraph  (a)  (2)  of  this  section  to  select 
the  members,  or  may  utilize  an  existing 
standing  advisory  committee  listed  in 
§  2.340,  or  may  establish  a  new  advisory 
committee  pursuant  to  the  provisions  of 
this  subpart.  Once  the  Commissioner  has 
established  a  color  additive  advisory 
committee  pursuant  to  this  paragraph 
and  has  referred  to  it  a  matter  relating 
to  a  color  additive,  no  Interested  person 
may  subsequently  request  that  an  addi¬ 
tional  or  differwit  color  additive  advisory 
committee  be  established  to  review  and 
make  recommendations  with  respect  to 
that  color  additive. 

(2)  If  the  Commissioner  establishes  a 
color  additive  advisory  committee  to  re¬ 
view  an  issue  arising  under  section  706 
(b)  (5)  (B)  of  the  act  on  the  request  of 
an  interested  person,  it  shall  be  estab¬ 
lished  pursuant  to  the  following  require¬ 
ments. 

(1)  Except  as  provided  in  paragraph 
(a)  (2)  (il)  and  (iil)  of  this  section,  the 
Commissioner  shall  request  the  National 
Academy  of  Sciences  to  select  the  mem- 
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bers  of  a  color  additive  advisory  com¬ 
mittee  from  among  experts  qualified  in 
the  subject  matter  to  be  reviewed  by  the 
committee,  and  of  adequately  diversified 
professional  backgrounds.  The  Com¬ 
missioner  shall  appoint  one  of  the  mem¬ 
bers  so  selected  as  the  chairman. 

(ii)  If  the  National  Academy  of  Sci¬ 
ences  is  unable  or  refuses  to  select  the 
members  of  a  color  additive  advisory 
committee,  the  Commissioner  shall  se¬ 
lect  such  members,  who  shall  ordinarily 
be  the  Toxicology  Advisory  Committee  in 
accordance  with  §  2.322. 

(iii)  If  the  Commissioner  and  the  re¬ 
questing  party  agree,  the  provisions  of 
section  706(b)  (5)  (D)  of  the  act  may  be 
waived  and  the  matter  may  be  referred 
to  any  standing  advisory  committee 
listed  xmder  S  2.340  or  to  any  advisory 
committee  established  pursuant  to  any 
other  procediue  that  is  mutually  agree¬ 
able,  which  shall  ordinarily  be  the  Toxi¬ 
cology  Advisory  Committee  in  accord¬ 
ance  with  §  2.322.  Once  the  Commis¬ 
sioner  has  so  established  a  color  additive 
advisory  committee  and  has  referred  to 
it  a  matter  relating  to  a  color  additive, 
no  interested  person  may  subsequaitly 
request  that  an  additional  or  different 
color  additive  advisory  committee  be  es¬ 
tablished  to  review  and  make  recom¬ 
mendations  with  respect  to  that  color 
additive. 

(b)  Members  of  a  color  additive  ad¬ 
visory  committee  shall  be  subject  to  the 
requirements  of  the  Federal  Advisory 
Committee  Act  and  this  subpart,  except 
that  no  member  of  a  color  additive  ad¬ 
visory  committee  shall  by  reason  of  such 
membership  alone  be  a  special  govern¬ 
ment  employee  or  be  subject  to  the  con- 
filct  of  interest  laws  and  regulations. 

§  2.364  Fees  and  compensation  pertain¬ 
ing  to  a  color  additive  advisory  com¬ 
mittee. 

(a)  In  the  event  of  a  referral  of  any 
matter  to  a  color  additive  advisory  com¬ 
mittee,  all  costs  related  thereto,  including 
personal  compensation  of  committee 
members,  travel,  materials,  and  other 
costs,  shall  be  borne  by  the  person  re¬ 
questing  the  referral,  such  costs  to  be 
assessed  on  the  basis  of  actual  cost  to 
the  government.  The  compensation  of 
such  costs  shall  include  personal  com¬ 
pensation  of  color  additive  advisory  com¬ 
mittee  members  at  a  rate  not  to  exceed 
$128.80  per  member  per  day. 

(b)  In  the  case  of  a  request  for  refer¬ 
ral  to  a  color  additive  advisory  commit¬ 
tee,  a  special  advance  deposit  shall  be 
made  in  the  amount  of  $2,500.00.  Where 
required,  further  advances  in  increments 
of  $2,500.00  each  shall  be  made  upon 
request  of  the  Commissioner.  All  deposits 
for  referrals  to  a  color  additive  advisory 
committee  in  excess  of  actual  expenses 
shall  be  refunded  to  the  depositor. 

(c)  All  deposits  and  fees  required  by 
the  regulations  in  this  section  shall  be 
paid  by  money  order,  bank  draft  or  cer¬ 
tified  check  drawn  to  the  order  of  the 
Food  and  Drug  Administration,  collect¬ 
able  at  par  in  Washington,  DC.  All  de¬ 
posits  and  fees  shall  be  forwarded  to  the 
Associate  Commissioner  for  Administra¬ 


tion,  Food  and  Drug  Administration, 
5600  Fishers  Lane,  Rockville,  MD  20852, 
whereupon  after  making  appropriate 
record  thereof  they  will  be  transmitted 
to  the  Treasurer  (ff  the  United  States  for 
deposit  in  the  special  account  “Salaries 
and  Expenses,  Certification,  Inspection, 
and  Other  Services,  Food  and  Drug  Ad¬ 
ministration.” 

(d)  The  Commissioner  may  waive  or 
refund  such  fees  in  whole  or  in  part 
when,  in  his  judgment,  such  action  will 
promote  the  public  interest.  Any  person 
who  believes  that  payment  of  these 
fees  will  work  a  hardship  on  him  may 
petition  the  Commissioner  pursuant  to 
i  2.7  to  waive  or  refund  the  fees. 

Public  Advisory  Committees  for 
Hubian  Prescription  Drugs 

§  2.370  Establishment  of  standing  teeh- 
nical  public  advisory  committees  for 
human  prescription  drugs. 

The  standing  technical  advisory  com¬ 
mittees  for  human  prescription  drugs  are 
established  to  advise  the  Commissioner: 

(a)  Generally  on  the  safety  and  effec¬ 
tiveness,  including  the  labeling  and  ad¬ 
vertising,  and  regulatory  control  of  any 
of  the  human  prescription  drugs  falling 
within  the  pharmacologic  class  covered 
by  the  advisory  committee  and  on  the 
scientific  standards  appropriate  for  a 
determination  of  safety  and  effectiveness 
in  that  class  of  drugs. 

(b)  Specifically  on  any  particular  mat¬ 
ter  involving  a  hiunan  prescription  drug 
pending  before  the  Pood  and  Drug  Ad¬ 
ministration,  including  whether  the 
available  data  and  information  are  ade¬ 
quate  to  support  a  determination  that: 

(1)  A  p>articular  IND  study  may  pro¬ 
perly  be  conducted. 

(2)  A  particular  drug  meets  the 
statutory  standard  for  proof  of  safety 
and  effectiveness  necessary  for  approval 
or  continued  approval  for  marketing. 

(3)  A  particular  drug  is  properly  clas¬ 
sified  as  a  new  drug,  an  old  drug,  or  a 
banned  drug. 

§  2.371  Utilization  of  a  public  advisory 
committee  on  the  initiative  of  the 
Food  and  Drug  Administration. 

(a)  Any  matter  involving  a  human  pre¬ 
scription  drug  under  review  within  the 
agency  may,  in  the  discretion  of  the 
Commissioner,  be  the  subject  of  a  public 
hearing  and  continuing  or  periodic  re¬ 
view  by  the  appropriate  standing  tech¬ 
nical  advisory  committee  for  human  pre¬ 
scription  drugs.  The  Commissioner’s  de¬ 
terminations  with  respect  to  the  agenda 
of  such  an  advisory  committee  shall  be 
based  upon  the  priorities  of  the  various 
matters  pending  before  the  agency  which 
fall  within  the  pharmacologic  class  cov¬ 
ered  by  that  advisory  committee. 

(b)  High  priority  for  such  hearing  and 
review  by  the  appropriate  standing  tech¬ 
nical  advisory  committee  for  human  pre¬ 
scription  drugs  shall  be  given  to  the  fol¬ 
lowing  types  of  human  prescription 
drugs: 

(1)  Investigational  drugs  which  are 
potential  therapeutic  advances  over  cur¬ 
rently  marketed  products  from  the  stand¬ 
point  of  safety  or  effectiveness,  or  which 


pose  significant  safety  hazards,  or  which 
present  narrow  benefit-risk  considera¬ 
tions  requiring  a  close  judgmental  de¬ 
cision  in  regard  to  approval  for  market¬ 
ing,  or  which  have  a  novel  delivery  sys¬ 
tem  or  formulation,  or  which  are  the 
subject  of  major  scientific  or  public  con¬ 
troversy,  or  which  may  be  subject  to  spe¬ 
cial  regulatory  requirements  such  as  a 
limitation  on  clinical  trials,  a  patient 
followup  requirement,  post-marketing 
Phase  IV  studies,  distributional  controls, 
or  boxed  warnings. 

(2)  Marketed  drugs  for  which  an  im¬ 
portant  new  use  has  been  discovered,  or 
which  pose  newly  discovered  safety  haz¬ 
ards,  or  which  are  the  subject  of  major 
scientific  or  public  controversy,  or  which 
may  be  subject  to  important  regulatory 
actions  such  as  withdrawal  of  approval 
for  marketing,  boxed  warnings,  distribu¬ 
tional  controls,  or  newly  required  scien¬ 
tific  studies. 

(c)  The  advisory  committee  may  re¬ 
quest  the  Commissioner  for  an  oppor¬ 
tunity  to  hold  a  public  hearing  and  to 
review  any  matter  involving  a  human 
prescription  drug  which  falls  within  the 
pharmacologic  class  covered  by  the  ad¬ 
visory  committee.  The  Commissioner 
shall,  after  consulting  with  the  advisory 
committee  on  such  request,  grant  or  deny 
the  request  in  light  of  tlie  priorities  of 
the  other  matters  pending  before  the 
advisory  committee.  Whenever  feasible, 
consistent  with  the  other  work  of  the 
advisory  committee,  such  a  request  shall 
be  granted. 

(d)  For  any  drug  which  meets  any  of 
the  criteria  established  in  paragraph  (b) 
of  this  section,  one  or  more  members  of 
or  consultants  to  the  appropriate  ad¬ 
visory  committee  may  be  selected  for 
more  detailed  monitoring  of  the  matter 
and  consultation  with  the  Food  and  Drug 
Administration  on  behalf  of  the  com¬ 
mittee.  Such  member  or  consultant  may 
be  invited  by  the  agency  to  attend  ap¬ 
propriate  meetings  and  shall  assist  the 
bureau  in  any  briefing  of  the  committee 
with  respect  to  that  matter. 

(e)  An  advisory  committee  may  obtain 
advice  and  recommendations  from  the 
Toxicology  Advisory  Committee,  the  Bio¬ 
metric  and  Epidemiological  Methodology 
Advisory  Committee,  and  from  such 
other  agency  advisory  committees,  con¬ 
sultants  and  experts  as  the  advisory  com¬ 
mittee  and  the  bureau  conclude  would 
facilitate  the  work  of  the  advisory  com¬ 
mittee. 

(f)  Presentation  of  all  relevant  data 
and  information  relating  to  any  such 
matter  shall  be  made  in  open  session 
unless  it  relates  to  an  IND  the  existence 
of  which  has  not  previously  been  dis¬ 
closed  to  the  public  as  defined  in  §  4.81 
of  this  chapter  or  is  otherwise  prohibited 
from  public  disclosure  pursuant  to  tlie 
provisions  of  Part  4  of  this  chapter  and 
the  regulations  referenced  therein.  The 
provisions  of  S§  314.14,  431.71,  and  601.51 
of  this  chapter  shall  determine  whether, 
and  the  extent  to  which,  relevant  data 
and  information  shall  be  made  available 
for  public  disclosure,  summarized  and 
discussed  in  open  session  but  not  other¬ 
wise  made  available  for  public  disclosurei. 
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or  not  in  any  way  discussed  or  disclosed 
in  open  session  or  otherwise  disclosed  to 
the  public. 

§  2.372  Advice  and  recommendations  in 
writing. 

Advice  and  recommendations  given  by 
an  advisory  committee  with  respect  to  a 
specific  drug  or  a  class  of  drugs  shall 
ordinarily  be  in  the  form  of  a  written 
report.  Such  written  report  may  consist 
of  the  approved  minutes  of  the  meeting 
or  a  separate  written  report.  Such  writ¬ 
ten  report  shall  respond  to  the  specific 
issues  or  questions  which  the  Commis¬ 
sioner  has  addressed  to  the  advisory 
committee,  and  shall  state  the  basis  of 
the  advice  and  recommendations  of  the 
advisory  committee. 

§  2.373  Utilization  of  a  public  advisory 
committee  at  the  request  of  an  inter- 
•  ested  person. 

Any  interested  person  may  request, 
pursuant  to  S  2.7  of  this  Part,  that  a  spe¬ 
cific  matter  relating  to  a  particular  hu¬ 
man  prescription  drug  be  submitted  to 
an  appropriate  advisory  committee  for 
a  hearing  and  review  and  recommenda¬ 
tions.  Any  such  request  shall  demon¬ 
strate  the  Importance  of  the  matter  and 
the  reasons  why  it  should  be  submitted 
for  a  hearing  and  at  that  time.  The  Com¬ 
missioner  may,  in  his  discretion,  grant 
or  deny  any  such  request. 

Subpart  E — Public  Hearing  Before  the 
Commissioner 

§  2.400  Scope  of  subpart. 

Subpart  E  governs  the  practices  and 
procedures  applicable  whenever: 

(a)  The  Commissioner  concludes,  in 
his  discretion,  that  it  is  in  the  public 
Interest  to  permit  interested  persons  to 
present  data,  information,  and  views  at 
a  public  hearing  on  any  particular  mat¬ 
ter,  or  class  of  matters,  of  importance 
pending  before  the  Food  and  Drug  Ad¬ 
ministration. 

(b)  Pursuant  to  specific  provisions  in 
other  sections  of  this  chapter,  a  matter 
pending  before  the  Food  and  Drug  Ad¬ 
ministration  is  subject  to  a  public  hear¬ 
ing  before  the  Commissioner.  Such  spe¬ 
cific  provisions  are  in  §  330.10(a)  (8)  of 
this  chapter  relating  to  review  of  the 
safety,  effectiveness,  and  labeling  of 
over-the-counter  drugs. 

(c)  A  person  who  has  right  to  an  op¬ 
portunity  for  a  formal  evidentiary  pub¬ 
lic  hearing  under  Subpart  B  of  this  Part 
waives  that  cqiportunity  and  in  lieu 
thereof  requests  pursuant  to  §  2.117  of 
this  Part  a  public  hearing  before  the 
Commissioner  pursuant  to  this  Subpart 
E,  and  the  Commissioner,  in  his  discre¬ 
tion,  accepts  this  request. 

§  2.401  Notice  of  a  public  bearing  be¬ 
fore  the  Commissioner. 

(a)  If  the  Commissioner  determines 
that  a  public  hearing  before  the  Com¬ 
missioner  should  be  held  on  any  matter, 
he  shall  publish  in  the  Federal  Regis¬ 
ter  a  notice  of  hearing  setting  forth  the 
following  information: 

(1)  If  the  hearing  is  pursuant  to 
§  2.400  (a)  or  (b) : 


(1)  The  purpose  of  the  hearing  and 
the  subject  matter  to  be  considered.  If 
any  written  document  is  to  be  the  sub¬ 
ject  matter  of  the  hearing,  it  shall  be 
published  as  part  of  the  notice,  or  ref¬ 
erence  shall  be  made  to  it  if  it  has  al¬ 
ready  been  published  in  the  Federal  Reg¬ 
ister,  or  the  notice  shall  state  that  the 
document  is  available  from  the  Hearing 
Clerk  or  an  agency  employee  designated 
in  the  notice. 

(ii)  The  time,  date,  and  place  of  the 
hearing,  or  a  statement  that  such  in¬ 
formation  shall  be  contained  in  a  subse¬ 
quent  notice  published  in  the  Federal 
Register. 

(2)  If  the  hearing  is  in  lieu  of  a  formal 
evidentiary  hearing  pursuant  to  §  2.400 
(c),  all  of  the  information  described  in 
§  2.117(e)  of  this  Part. 

(b)  Ihe  scope  of  the  hearing  shall  be 
determined  by  the  notice  of  hearing  and 
any  specific  provisions  in  other  sections 
of  this  chapter.  If  any  such  specific  pro¬ 
vision,  e.g.,  §. 330.10(a)  (10)  of  this  chap¬ 
ter,  limits  a  hearing  to  review  of  an  ex¬ 
isting  administrative  record,  data  and 
information  not  already  included  in  the 
record  shall  not  be  submitted  or  con¬ 
sidered  at  the  hearing. 

§  2.402  Notice  of  appearance;  schedule 
for  bearing. 

(a)  The  notice  of  hearing  shall  pro¬ 
vide  interested  persons  an  opportunity  to 
file  a  written  notice  of  appearance  with 
the  Hearing  Clerk  within  a  specified 
period  of  time  in  the  form  and  pursuant 
to  the  requirements  specified  in  §  2.131. 
If  the  public  interest  requires  that  such 
a  hearing  be  conducted  within  a  short 
period  of  time,  the  notice  may  name  a 
siiecific  Food  and  Drug  Administration 
employee,  together  with  his  telephone 
number,  to  whom  an  oral  notice  of  ap¬ 
pearance  shall  be  given.  A  written  or  oi^ 
notice  of  appearance  shall  be  received 
by  the  Hearing  Clerk,  or  other  designated 
person,  by  the  close  of  business  of  the 
day  specified  in  the  notice. 

(b)  A  notice  of  appearance  shall  state 
the  approximate  amount  of  time  re¬ 
quested  by  the  person  for  his  presenta¬ 
tion.  Individuals  and  organizations  with 
common  interests  are  urged  to  consoli¬ 
date  or  coordinate  their  presentations. 

(c)  Promptly  after  expiration  of  the 
time  specified  in  the  notice  for  the  filing 
of  a  notice  of  appearance,  the  Commis¬ 
sioner  shall  determine  the  amoimt  of 
time  allocated  to  each  such  person  for 
his  oral  presentation  and  the  time  that 
oral  presentation  is  scheduled  to  begin. 
Each  such  person  shall  be  so  Informed 
in  writing  or,  if  the  time  prior  to  the 
hearing  is  short,  by  telephone.  The  Com¬ 
missioner  may  require  joint  presenta¬ 
tions  by  persons  with  common  interests. 

(d)  The  Commissioner  shall  prepare 
a  hearing  schedule  showing  the  persons 
making  oral  presentations  and  the  time 
allotted  to  each  such  person,  which  shall 
be  filed  with  the  Hearing  Clerk  and 
mailed  or  telephoned  to  each  such  person 
and,  if  time  permits,  published  In  the 
Federal  Register. 


§  2.403  Couduct  of  a  public  bearing  be¬ 
fore  the  Commissioner. 

(a)  The  Commissioner  or  his  designee 
shall  preside  at  the  hearing,  except  where 
specific  provisions  in  other  sections  of 
this  chapter  require  that  the  Commis¬ 
sioner  preside  personally.  The  presiding 
officer  may  be  accompanied  by  other 
Food  and  Drug  Administration  employ¬ 
ees  or  other  Federal  government  em¬ 
ployees  designated  by  the  Commissioner, 
who  may  serve  as  a  panel  in  conducting 
the  hearing. 

(b)  The  hearing  shall  be  transcribed. 

(c)  Each  person  may  use  his  allotted 
time  in  whatever  way  he  wishes,  con¬ 
sistent  with  a  reasonable  and  orderly 
hearing.  A'  person  may  be  accompanied 
by  any  number  of  additional  persons, 
and  may  present  any  written  data,  infor¬ 
mation,  or  views  for  inclusion  in  the 
record  of  the  hearing,  subject  to  the  re¬ 
quirements  of  §  2.404. 

(d)  If  a  person  is  not  present  at  the 
time,  specified  for  his  presentation,  the 
persons  following  will  appear  in  order. 
An  attempt  will  be  made  to  hear  any 
such  person  at  the  conclusion  of  the 
hearing.  Any  other  Interested  persons 
attending  the  hearing  who  did  not  re¬ 
quest  an  opportunity  to  make  an  oral 
presentation  shall  be  given  an  opportu¬ 
nity  to  make  an  oral  presentation  at  the 
conclusion  of  the  hearing,  in  the  discre¬ 
tion  of  the  presiding  officer,  to  the  extent 
that  time  permits. 

(e)  The  presiding  officer  and  any  other 
persons  serving  with  him  as  a  panel  may 
question  any  person  during  or  at  the 
conclusion  of  his  presentation.  No  other 
person  attending  the  hearing  may  ques¬ 
tion  a  person  making  a  presentation.  The 
presiding  officer  may  allot  additional 
time  to  any  person  when  he  concludes 
that  it  is  in  the  public  interest,  but  may 
not  reduce  the  time  allotted  for  any 
person  without  their  consent. 

(f)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  re¬ 
lating  to  the  admissibility  of  data,  infor¬ 
mation,  and  views  shall  be  made  or  con¬ 
sidered,  but  other  participants  may 
comment  upon  or  rebut  all  such  data, 
information,  and  views.  No  participant 
may  interrupt  the  presentation  of  an¬ 
other  participant  at  any  hearing  for 
any  reason. 

§  2.404  Written  submissions  pertaining 
to  a  public  hearing  before  tlie  Com¬ 
missioner. 

Any  interested  person  may  submit 
data,  information,  or  views  on  the  matter 
that  is  the  subject  of  the  hearing  in  writ¬ 
ing  to  the  Hearing  Clerk,  pursuant  to 
§  2.5.  The  record  of  the  hearing  shall 
remain  open  for  15  days  after  the 
hearing  is  held  for  any  additional  writ¬ 
ten  submissions,  unless  the  notice  of  the 
hearing  specifies  otherwise  or  the  pre¬ 
siding  officer  rules  otherwise  at  the  hear¬ 
ing. 

§  2.405  Administrative  record  of  a  pub¬ 
lic  hearing  before  tho  Commissioner. 

(a)  The  administrative  record  of  a 
public  hearing  before  the  Commissioner 
shall  consist  of  the  following: 
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(1)  All  relevant  f^DSRAL  Register  no¬ 
tices,  including  any  documents  to  which 
they  refer. 

(2)  All  written  submissions  pursuant 
to  §  2.404. 

(3)  The  transcript  of  the  oral  hearing. 

(b)  The  record  of  the  administrative 

proceeding  shall  be  closed  at  the  time 
specified  in  S  2.404. 

§  2.406  Examination  of  adminititrativc 
record. 

The  availability  for  public  examination 
and  copying  of  each  document  which  is 
a  part  of  the  administrative  record  of 
the  hearing  shall  be  governed  by  the  pro¬ 
visions  of  §  2.5(j).  Each  document  which 
is  available  for  public  examination  or 
copying  shall  be  placed  on  public  display 
in  the  office  of  the  Hearing  Clerk 
promptly  upon  receipt  in  that  office. 

Subpart  F — Regulatory  Hearing  Before  the 
Food  and  Drug  Administration 

§  2.S00  Scope  of  snbpart. 

Subpart  F  governs  the  practices  and 
procedtires  ai^hcable  whenever; 

(a)  The  Commissioner  is  considering 
any  regulatory  action,  including  a  refusal 
to  act,  and  concludes,  in  his  discretion, 
on  his  own  initiative  or  at  the  suggestion 
of  any  person,  to  offer  an  opportunity 
for  a  re^atory  hearing  to  obtain  addi¬ 
tional  information  before  he  makes  a 
decision  or  takes  action. 

(b)  Any  provision  in  any  regulation 
of  this  chapter  provides  any  person  with 
an  opportunity  for  a  hearing  with  respect 
to  any  regulatory  action,  including  pro- 
p>osed  action,  and  such  regulation  either 
specifically  provides  an  opportunity  for  a 
regtUatory  hearing  pursuant  to  this  sub¬ 
part  or  provides  an  opportunity  for  a 
hearing  but  does  not  specify  the  pro¬ 
cedures  for  such  hearing  and  such  pro¬ 
cedures  are  not  specified  in  other  provi¬ 
sions  of  this  chapter.  Such  sections  are: 

(1)  Section  202.1  (p  (5),  relating  to  ap¬ 
proval  of  prescription  drug  advertise¬ 
ments. 

(2)  Section  8.27(b) ,  relating  to  refusal 
to  certify  a  batch  of  a  color  additive. 

(3)  Section  8.28(b),  relating  to  sus¬ 
pension  of  certification  service  for  a  color 
additive. 

(4)  Section  8.33(a),  relating  to  use  of 
food  containing  a  new  color  additive. 

(5)  Section  10.5(1),  relating  to  a  tem¬ 
porary  permit  to  vary  from  a  food 
standard. 

(6)  Section  121.75(b),  relating  to  use 
of  food  containing  an  investigational 
food  additive. 

(7)  Section  511. Kb)  (5),  relating  to  use 
of  food  containing  an  investigational  new 
animal  drug. 

(8)  Section  Sll.l(c)(l),  relating  to 
termination  of  an  INAD  for  an  inves¬ 
tigator. 

(9)  Section  511.1  (c)(4)  and  (d).  re¬ 
lating  to  termination  of  an  INAD  for  a 
sponsor. 

(10)  Section  514.210,  relating  to  sus¬ 
pension  of  certification  service  for  a  vet¬ 
erinary  antibiotic  drug. 

(11)  Secticm  312.1(c)(1).  rating  to 
whether  an  Investigatin'  Is  entitled  to 
receive  Investigational  new  drugs. 


(12)  Sections 312.1  (c)(4)  and  (d), re¬ 
lating  to  termination  of  an  IND  for  a 
sponsor. 

(13)  Section  312.9(c),  relating  to  ter- 
minatum  of  an  IND  fen  tests  in  vitro  and 
in  laboratory  research  animals  for  a 
sponsor. 

(14)  Section  429.50,  relating  to  sus¬ 
pension  of  certification  service  for  an 
antibiotic  drug. 

(15)  Section  433.2(d),  relating  to  ex¬ 
emption  from  certification  for  an  anti¬ 
biotic  drug. 

(16)  Section  433.12(b)(5),  relating  to 
an  exemption  from  labeUng  for  a  certifi¬ 
able  antibiotic  drug. 

(17)  Section  433.13(b),  relating  to  an 
exemption  from  manufacturing  use  for 
a  certifiable  antibiotic  drug. 

(18)  Section  433.14(b),  relating  to  an 
exemption  for  storage  for  a  certifiable 
antibiotic  drug. 

(19)  Section  433.15(b),  relating  to  an 
exemption  for  processing  for  a  certifiable 
antibiotic  drug. 

(20)  Section  433.16(b),  relating  to  an 
exemption  for  repacking  for  a  certifiable 
antibiotic  drug. 

(21)  Section  1003.11(a)(3),  relating 
to  the  failure  of  an  electronic  product  to 
comply  with  an  applicable  standard  or 
to  a  defect  in  an  electronic  product. 

(22)  Section  1003.31(d),  relating  to 
denial  of  an  exemption  from  notification 
requirements  for  an  electronic  product 
which  fails  to  comply  with  an  applicable 
standard. 

(23)  Section  1004.6,  relating  to  plan 
for  repurchase,  repair,  or  replacement 
of  an  electronic  product. 

(24)  Section  1210.30,  relating  to  de¬ 
nial,  suspension,  or  revocation  of  a  per¬ 
mit  imder  the  F^eral  Import  Milk  Act. 

(25)  Any  other  provision  in  the  regu¬ 
lations  in  this  chapter  imder  which  a 
party  who  is  adversely  affected  by  regu¬ 
latory  action  is  entitled  to  an  opportu¬ 
nity  for  a  hearing,  and  no  other  proce¬ 
dural  provisions  in  this  part  are  by  regu¬ 
lation  applicable  to  such  hearing. 

§  2.501  Inapplicability  and  limited  ap- 
plicabUity. 

(a)  The  provisions  of  this  subpart  are 
inapplicable  to  the  following: 

(1)  Informal  presentation  of  views  be¬ 
fore  reporting  a  criminal  vlcdatlon  pur¬ 
suant  to  section  305  of  the  act  and  S  1.6 
of  this  chapter,  and  section  5  of  the  Fed¬ 
eral  Import  Milk  Act  and  S  1210.31  of  this 
chapter. 

(2)  A  hearing  with  respect  to  a  refusal 
of  admission  of  a  food,  drug,  device,  or 
cosmetic  pursuant  to  section  801(a)  of 
the  act  and  S  1.318  of  this  chapter,  or  of 
an  electronic  product  pursuant  to  sec¬ 
tion  360(a)  of  the  Public  Health  Service 
Act  and  §  1005.20  of  this  chapter. 

(b)  The  provisions  of  this  subpart  are 
applicable  to  hearings  conducted  pur¬ 
suant  to  specific  procedural  provisions  in 
other  sections  of  this  chapter  to  the  ex¬ 
tent  that  the  provisions  of  this  subpart 
are  in  addition  to  the  provisiims  in  such 
other  sections  and  not  in  conflict  with 
them,  e.g.,  the  right  to  counsel,  public 
notice  of  the  hearing,  reconsideration  and 
stay,  and  Judicial  review.  Such  other 


sections  include  Subpart  A  of  Part  90  of 
this  (Raptor,  relating  to  emergency  per¬ 
mit  control. 

§  2.505  Presiding  officer. 

(a)  Any  Food  and  Drug  Administra¬ 
tion  employee  to  whom  the  Commissioner 
delegates  such  authority,  or  any  other 
agency  employee  designated  by  an  em¬ 
ployee  to  whom  such  authority  is  dele¬ 
gate,  may  serve  as  the  presiding  officer 
at  and  conduct  a  regulatory  hearing  pur¬ 
suant  to  the  provisions  of  this  subpart. 

(b)  The  presiding  officer  shall  be  free 
from  bias  or  prejudice  and  shall  not  have 
participated  in  the  investigation  or  ac¬ 
tion  that  is  the  subject  of  the  hearing 
or  be  subordinate  to  a  person  who  has 
participated  in  such  investigation  or  ac¬ 
tion. 

(c)  A  different  presiding  officer  may 
be  substituted  for  the  one  originally  de¬ 
signated  pursuant  to  §S  2.510  and  2.511 
without  notice  to  the  parties. 

§  2.506  Riglit  to  counsel. 

Any  party  to  a  hearing  pursuant  to  this 
subpaii  shall  have  the  right  at  all  times 
to  be  advised  and  accompanied  by  coun¬ 
sel. 

§  2.510  Regulatory  hearing  on  the  ini¬ 
tiative  of  the  Commissioner. 

(a)  A  regulatory  hearing  on  the  initia¬ 
tive  of  the  CcHnmissioner  pursuant  to 
§  2.500(a)  shall  be  initiated  by  a  notice 
of  opportunity  for  hearing  from  the  Food 
and  Drug  Administration. 

(1)  Such  notice  shall  be  sent  by  regis¬ 
tered  mail,  telegram,  telex,  personal  de¬ 
livery,  or  any  other  mode  of  written  c(Mn- 
munication. 

(2)  Such  notice  shall  specify  the  facts 
and  the  action  that  are  the  subject  of 
the  opportunity  for  a  hearing. 

(3)  Such  notice  shall  state  that  the 
notice  of  opportunity  for  hearing  and  the 
hearing  are  governed  by  the  provisions 
of  this  subpart. 

(4)  Such  notice  shall  state  the  time 
within  which  a  hearing  shall  be  request¬ 
ed.  shall  be  signed  by  the  Food  and  Drug 
Administration  employee  who  will  be  the 
presiding  officer  to  the  event  a  hearing 
is  held,  and  shall  state  the  name,  ad¬ 
dress,  and  telephone  niunber  of  the  pre¬ 
siding  officer. 

(b)  Any  person  offered  an  opportunity 
for  a  hearing  shall  have  the  amount  of 
time  specified  in  the  notice,  which  shall 
be  not  less  than  3  working  days  after  re¬ 
ceipt  of  such  notice,  within  which  to  re¬ 
quest  a  hearing.  Such  request  may  be 
filed  by  registered  mail,  telegram,  telex, 
personal  delivery,  or  any  other  mode  of 
written  communication,  addressed  to  the 
presiding  officer.  If  no  response  is  filed 
within  such  time,  the  offer  shall  be 
deemed  to  have  been  refused  and  no 
hearing  shall  be  held. 

(c)  If  a  hearing  is  requested,  such 
hearing  shall  take  place  at  a  time  and 
locatimi  agreed  upon  by  the  party  re¬ 
questing  the  hearing  and  the  presiding 
officer  or,  if  such  agre^ent  cannot  be 
reached,  at  a  reasonable  time  and  loca¬ 
tion  designated  by  the  presiding  officer. 

(d)  A  notice  of  (H>portunlty  for  hear¬ 
ing  under  this  section  shall  not  operate 


FEDERAL  REt^lSTER,  V<H.  40,  NO.  102— TUESDAY,  MAY  77,  1975 


to  delay  or  stay  any  administrative  ac¬ 
tion,  including  enforcement  action  of  any 
kind,  by  the  agency  unless  the  Commis¬ 
sioner,  in  his  discretion,  determines  that 
delay  or  a  stay  is  in  the  public  interest. 

§  2.511  Regulatory  hearing  pursuant  to 
regulation. 

(a)  A  regulatory  heauring  pursuant  to 
a  regulation  listed  in  $  2.500(b)  shall  be 
initiated  by  a  notice  of  opportunity  for 
hearing  from  the  Pood  and  Drug  Admin¬ 
istration. 

(1)  Such  notice  shall  be  sent  by  reg¬ 

istered  mail,  telegram,  telex,  personal  de¬ 
livery,  or  any  other  mode  of  written  com¬ 
munication.  -* 

(2)  Such  notice  shall  specify  the  facts 
and  the  action  that  are  the  subject  of  the 
opportunity  for  hearing,  and  shall  state 
whether  the  action  is  or  is  not  being 
taken  pending  the  hearing  pursuant  to 
paragraph  (e)  of  this  section. 

(3)  Such  notice  shall  state  that  the 
notice  of  opportimity  for  hearing  and  the 
hearing  are  governed  by  the  provisions 
of  this  subpart. 

(4)  Such  notice  shall  state  the  time 
within  which  a  hearing  shall  be  re¬ 
quested,  and  shall  state  the  name,  ad¬ 
dress,  and  telephone  number  of  the  Pood 
and  Drug  Administration  employee  to 
whom  any  request  for  hearing  shall  be 
addressed. 

(b)  Any  person  offered  an  opportunity 
for  hearing  shall  have  the  amount  of 
time  specified  in  the  notice,  which  shall 
be  not  less  than  3  working  days  after 
receipt  of  such  notice,  within  which  to 
request  a  hearing.  Such  request  may  be 
filed  by  registered  mail,  telegram,  telex, 
personal  delivery,  or  any  other  mode  of 
written  communication,  addressed  to  the 
presiding  officer.  If  no  response  is  filed 
within  such  time,  the  offer  shall  be 
deemed  to  have  been  refused  and  no 
hearing  shall  be  held. 

(c)  If  a  hearing  is  requested,  the  Com¬ 
missioner  shall  designate  a-  presiding  of¬ 
ficer  and  such  hearing  shall  take  place  at 
a  time  and  location  agreed  upon  by  the 
party  requesting  the  hearing  and  the 
presiding  officer  or,  if  such  agreement 
cannot  be  reached,  at  a  reasonable  time 
and  location  designated  by  the  presiding 
officer.  The  hearing  may  not  be  required 
to  be  held  at  a  time  less  than  two  work¬ 
ing  days  subsequent  to  receipt  of  the  re¬ 
quest  for  hearing. 

(d)  Before  the  hearing,  the  Food  and 
Drug  Administration  shall  give  to  the 
party  requesting  the  hearing  reasonable 
notice  of  the  matters  to  be  considered  at 
the  hearing,  including  a  comprehensive 
statement  of  the  basis  for  the  decision  or 
action  taken  or  proposed  that  is  the  sub¬ 
ject  of  the  hearing  and  a  general  sum¬ 
mary  of  the  information  that  will  be 
presented  by  the  Pood  and  Drug  Admin¬ 
istration  at  the  hearing  in  support  of 
such  decision  or  action.  Such  information 
may  be  given  orally  or  in  writing,  in  the 
discretion  of  the  Commissioner. 

(e)  The  Commissioner  may  take  such 
action  pending  a  hearing  pursuant  to 
this  secticm  as  he  concludes  is  necessary 
to  protect  the  public  health,  except  where 
expressly  prohibited  by  statute  or  regu- 
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lation.  A  hearing  to  consider  action  al¬ 
ready  taken,  and  not  stayed  by  the  Com- 
,  missioner,  shall  be  conducted  on  an  ex¬ 
pedited  basis. 

(f)  On  the  basis  of  the  administrative 
record  of  the  hearing  specified  in  9  2.513 

(a) ,  the  Commissioner  shall  issue  a  writ¬ 
ten  decision  stating  the  reasons  for  his 
administrative  action  and  the  basis  in 
the  record. 

§  2..5I2  Hearing  profcdure. 

(a)  A  regulatory  hearing  may  be  con¬ 
ducted  in  private  or  may  be  a  public 
hearing,  as  determined  by  the  party  re¬ 
questing  the  hearing. 

(1)  The  party  requesting  the  hearing 
shall  inform  the  presiding  officer  or  other 
designated  agency  employee  at  the  time 
that  he  requests  the  hearing,  whether  it 
will  be  a  private  or  public  hearing.  If 
the  party  requesting  the  hearing  fails  to 
state  whether  the  hearing  shall  be  pri¬ 
vate  or  public,  it  shall  be  a  private  hear¬ 
ing. 

(2)  If  the  hearing  is  a  private  hear¬ 
ing,  no  persons  other  than  the  party 
requesting  the  hearing,  his  counsel  and 
witnesses,  and  an  employee  or  consultant 
or  other  person  subject  to  a  commercial 
arrangement  as  defined  in  9  4.81(a)  of 
this  chapter,  and  Food  and  Drug  Admin¬ 
istration  representatives,  shall  be  enti¬ 
tled  to  attend. 

(3)  If  the  hearing  is  a  public  hearing, 
it  shall  be  announced  on  the  public  cal¬ 
endar  described  in  9  2.21(a)  whenever 
feasible,  and  any  interested  person  who 
attends  the  hearings  may  participate  to 
the  extent  of  presenting  relevant  infor¬ 
mation. 

(b)  A  regulatory  hearing  shall  be  con¬ 
ducted  by  a  presiding  officer.  Employees 
of  the  Food  and  Drug  Administration 
shall  first  give  a  full  and  complete  state¬ 
ment  of  the  action  which  is  the  subject 
of  the  hearing,  together  with  the  infor¬ 
mation  and  reasons  supporting  it,  and 
may  present  any  oral  or  written  infor¬ 
mation  relevant  to  the  hearing.  The 
party  requesting  the  hearing  shall  then 
have  the  right  to  present  any  oral  or 
written  information  relevant  to  the  hear¬ 
ing.  All  parties  may  confront  and  con¬ 
duct  reasonable  cross-examination  of 
any  person  (except  for  the  presiding  of¬ 
ficer  and  counsel  for  the  parties)  who 
makes  any  statement  with  respect  to 
the  matter  at  the  hearing. 

(c)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall  not 
apply.  No  motions  or  objections  relating 
to  the  admissibility  of  data,  informa¬ 
tion.  and  views  shall  be  made  or  consid¬ 
ered,  but  any  other  party  may  comment 
upon  or  rebut  all  such  data,  information, 
and  views. 

(d)  The  Commissioner  may,  in  his  dis¬ 
cretion,  order  the  hearing  to  be  trans- 
scribed.  The  party  requesting  the  hear¬ 
ing  shall  have  the  right  to  have  the 
hearing  transcribed,  at  his  expense,  in 
which  case  a  copy  of  such  transcription 
shall  be  furnished  to  the  Food  and  Drug 
Administration  and  included  with  the 
presiding  officer’s  report  of  the  hearing. 
Any  transcription  of  the  hearing  shall 
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be  included  with  the  presiding  officer’s 
report  of  the  hearing. 

(e>  The  presiding  officer  shall  prepare 
a  written  report  of  the  hearing.  All  writ¬ 
ten  material  presented  at  the  hearing 
shall  be  attached  to  the  report.  When¬ 
ever  time  permits,  the  parties  to  the 
hearing  shall  be  given  the  opportunity 
to  review  and  offer  corrections  to  the 
presiding  officer’s  report  of  the  hearing. 

§  2.513  Administrative  record  of  a  reg¬ 
ulatory  hearing. 

(a)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  follow¬ 
ing: 

(1)  The  notice  of  opportunity  for 
hearing  and  the  response  thereto. 

(2)  All  written  data,  information,  and 
views  submitted  to  the  presiding  officer 
at  the  hearing. 

(3)  Any  transcript  of  the  hearing. 

(4)  The  presiding  officer’s  report  of 
the  hearing. 

(b)  ’The  record  of  the  administrative 
proceeding  shall  be  closed  with  resiiect  to 
the  submission  of  data,  information,  and 
views,  at  the  close  of  the  hearing,  unless 
the  presiding  officer  specifically  permits 
additional  time  for  a  further  submission. 

§  2.514  Examination  of  administrative 
record. 

The  availability  for  public  disclosure 
of  each  document  which  is  a  part  of  the 
administrative  record  of  a  regulatory 
hearing  shall  be  governed  by  the  provi¬ 
sions  of  Part  4  of  this  chapter  and  the 
regulations  referenced  therein. 

§  2.515  Record  for  administrative  deci¬ 
sion. 

(a)  With  respect  to  any  matter  which 
is  subject  to  an  opportunity  for  a  hear¬ 
ing  pursuant  to  99  2.500(a)  and  2.510,  the 
administrative  record  of  the  hearing 
specified  in  9  2.513(a)  shall  be  consid¬ 
ered  by  the  Commissioner  together  with 
all  other  relevant  data  and  Information 
available  to  the  Food  and  Drug  Admin¬ 
istration  in  determining  whether  regu¬ 
latory  action  should  be  taken  and.  If  so, 
what  form  of  regulatory  action  should  be 
taken. 

(b)  With  respect  to  any  matter  which 
is  subject  to  an  opportimity  for  a  hear¬ 
ing  pursuant  to  99  2.500(b)  and  2.511, 
the  administrative  record  of  the  hearing 
specified  in  9  2.513(a)  shall  constitute  the 
exclusive  record  for  decision. 

§  2.516  Reconsideration  and  stay  of  ac¬ 
tion. 

Following  any  final  administrative  ac¬ 
tion  which  is  the  subject  of  a  hearing 
pursuant  to  this  subpart  or  any  provi¬ 
sion  referenced  in  9  2.501(b),  any  party 
may  petition  the  Commissioner  for  re¬ 
consideration  of  any  part  or  all  of  such 
decision  or  action  pursuant  to  9  2.8  or 
may  petition  for  a  stay  of  such  decision 
or  action  pursuant  to  §  2.9. 

§  2.520  Judicial  review. 

’The  availability  of  judicial  review  with 
respect  to  any  regulatory  action  which  is 
the  subject  of  a  hearing  pursuant  to  this 
subpart  shall  be  governed  by  the  provi¬ 
sions  of  9  2.11. 
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Subpart  G — Standards  of  Conduct  and 
Conflicts  of  Interest 

§  2.600  Scope  of  subpart. 

Subpart  G  governs  the  standards  of 
conduct  for,  and  establishes  regulations 
to  prevent  conflicts  of  interest  by,  all 
Food  and  Drug  Administration  em¬ 
ployees. 

§  2.610  Reference  to  DeparlmeiU  regu¬ 
lations. 

fa)  The  provisions  of  45  CPR  Part  73, 
establishing  standards  of  conduct  for  all 
Department  employees,  are  fully  ap¬ 
plicable  to  all  RxkI  and  Drug  Admin¬ 
istration  employees,  except  that  such 
regulations  shall  be  applicable  to  special 
government  employees,  i.e.,  consultants 
to  the  Food  and  Drug  Administration, 
only  to  the  extent  stated  in  Subpart  L  of 
45  CFR  Part  73. 

(b)  The  provisions  of  45  CFR  Part  73a 
supplement  the  Department  standards  of 
conduct  and  apply  only  to  Pood  and  Drug 
Administration  employees  except  special 
government  employees. 

§  2.611  Code  of  ethics  for  go\  eminent 
sersice. 

The  following  code  of  ethics,  adopted 
by  Congress  on  July  11, 1958,  shall  apply 
to  all  Food  and  Drug  Administration  em¬ 
ployees; 

Code  Ethics  for  CK>\’ernment  Service 

Any  person  In  Government  service  should : 

1.  Ihit  loyalty  to  the  highest  moral  prin¬ 
ciples  and  to  country  above  loyalty  to  per¬ 
sons,  party,  or  Government  department. 

2.  Uphold  the  Constitution,  laws,  and  legal 
regulations  ot  the  United  States  and  of  all 
governments  therein  and  never  be  a  party 
to  their  evasion. 

3.  Give  a  full  day’s  labor  for  a  full  day's 
pay;  giving  to  the  performance  of  his  duties 
bis  earnest  effort  and  best  thought. 

4.  Seek  to  find  and  employ  more  efficient 
and  economical  ways  of  getting  tasks  accom¬ 
plished. 

5.  Never  discriminate  unfairly  by  the  dis¬ 
pensing  of  special  favors  or  privileges  to  any¬ 
one,  whether  for  remuneration  or  not;  and 
never  accept,  for  himself  or  his  family,  favors 
or  benefits  under  circumstances  which  might 
be  construed  by  reasonable  persons  as  In¬ 
fluencing  the  performance  of  his  govern¬ 
mental  duties. 

6.  llake  no  private  promises  of  any  kind 
binding  tipon  the  duties  of  office,  since  a 
Government  employee  has  no  private  word 
which  can  be  binding  on  public  duty. 

7.  Engage  In  no  business  with  the  Govern¬ 
ment,  either  directly  or  Indirectly,  which  Is 
Inconsistent  with  the  conscientious  perform¬ 
ance  of  his  governmental  duties. 

8.  Never  use  any  Information  coming  to 
him  confidentially  In  the  performance  of  gov¬ 
ernmental  duties  as  a  means  for  making 
private  profit. 

9.  Expose  ccHTuptlon  wherever  discovered. 

10.  Uphold  these  principles,  ever  conscious 
that  public  office  Is  a  pubUc  trust. 

§  2.612  Food  and  Drug  Administration 
Conflict  of  Interest  Review  Board. 

(a)  The  Commissioner  shall  establish  a 
permanent  flve-member  Conflict  of 
Interest  Review  Board,  which  shall  re- 
tiew  and  make  recommendations  to  the 
Cmmnlssiooer  on  all  spedllc  or  policy 
matters  relating  to  conflicts  of  interest 
arising  within  the  Food  and  Drug  Ad¬ 


ministration  that  are  forwarded  to  it  by 

(1)  the  Associate  Commissioner  for  Ad¬ 
ministration  or  (2)  anyone  who  is  the 
subject  of  an  adverse  determination  by 
the  Associate  Commissioner  for  Admin¬ 
istration  on  any  matter  arising  under  the 
conflict  of  interest  laws,  except  a  deter¬ 
mination  of  an  apparent  violation  of  law. 
The  Director,  Division  of  Personnel 
Management,  Office  of  the  Associate 
Commissioner  for  Administration,  shall 
serve  as  executive  secretary  of  the  Re¬ 
view  Board. 

(b)  It  shall  be  the  responsibility  of 
every  Food  and  Drug  Administration  em¬ 
ployee  with  whom  any  specifle  or  policy 
issue  relating  to  conflicts  of  interest  is 
raised,  or  who  otherwise  wishes  to  have 
any  such  matter  resolved,  to  forward  the 
matter  to  the  Associate  Commissioner 
for  Administration  for  resolution,  except 
that  reporting  of  apparent  violations  of 
law  are  governed  by  S  2.613. 

(c)  All  general  policy  relating  to  con¬ 
flicts  of  interest  shall  be  established  in 
guidelines  pursuant  to  the  provisions  of 
§  2.19(b)  and  whenever  feasible  shall  be 
incorporated  in  regulations  in  this 
subpart. 

(d)  All  decisions  relating  to  specifle 
individuals  shall  be  placed  in  a  public  flle 
established  for  this  purpose  by  the  Pub¬ 
lic  Records  and  Documents  Center,  e.g., 
a  determination  that  a  consultant  may 
serve  on  an  advisory  committee  with 
specifle  limitations  or  with  public  dis¬ 
closure  of  stock  holdings,  except  that 
such  determination  shall  be  written  in 
a  way  that  does  not  identify  the  individ¬ 
ual  in  the  following  situations: 

(DA  determination  that  an  employee 
must  dispose  of  prohibited  flnancial  in¬ 
terests  or  refrain  from  Inccunpatlble  out¬ 
side  activities  in  accordance  with  estab¬ 
lished  Department  or  agency  regulations. 

(2)  A  determination  that  a  proposed 
consultant  is  not  eligible  for  employment 
by  the  agency. 

(3)  A  determination  that  public  dis¬ 
closure  of  any  information  would  consti¬ 
tute  an  tmwarranted  invasion  of  personal 
privacy  in  violation  of  S  4.63  of  this 
chapter. 

§  2.613  Duty  to  report  viol«tions. 

(a)  The  Policy  Management  Staff,  As¬ 
sociate  Commissioner  for  Administration, 
is  responsible  for  obtaining  factual  infor¬ 
mation  for  the  Food  and  Drug  Adminis¬ 
tration  on  any  matter  relating  to  allega¬ 
tions  of  misconduct.  Impropriety,  con¬ 
flict  of  interest,  or  other  violations  of 
Federal  statutes  by  agency  personnel. 

(b)  Any  Food  and  Drug  Administra¬ 
tion  employee  who  has  factual  informa¬ 
tion  showing  or  who  otherwise  believes 
that  any  present  or  former  Food  and 
Drug  Administration  employee  has  vio¬ 
lated  or  is  violating  any  provision  of  this 
subpart  or  of  45  CFR  Parts  73  or  73a 
or  of  any  statute  listed  In  Appendix  A  to 
45  CPR  Part  73  should  report  such  infor¬ 
mation  directly  to  the  Policy  Manage¬ 
ment  Staff.  An^  such  reports  shall  be  in 
writing  or  shall  with  the  assistance  of 
the  Policy  Management  Staff  be  reduced 
to  writing,  and  shall  be  promptly  Investi¬ 
gated. 


(c)  Any  report  piu'suant  to  paragraph 
(b)  of  this  section  and  any  records  relat¬ 
ing  to  an  investigation  of  such  reports 
shall  be  maintained  in  strict  confldence 
in  the  flies  of  the  Policy  Management 
Staff,  shall  be  exempt  from  public  dis¬ 
closure,  and  may  be  reviewed  only  by 
authorized  Food  and  Drug  Administra¬ 
tion  employees  who  are  required  to  do  so 
in  the  performance,  of  their  duties. 

§  2.620  Permanent  disquulifieatioii  of 
former  empIoyfH*8. 

No  former  Pood  and  Drug  Adminis¬ 
tration  employee,  including  a  special  gov¬ 
ernment  employee,  shall  knowingly  act 
as  agent  or  attorney  for  anyone  other 
than  United  States  in  connection  with 
any  judicial  or  other  proceeding,  applica¬ 
tion,  request  for  a  ruling  or  other  deter¬ 
mination,  contract,  claim,  controversy, 
charge,  accusation,  or  other  particular 
matter  involving  a  specifle  party  or  par¬ 
ties  in  which  the  United  States  is  a  party 
or  has  a  direct  and  substantial  interest 
and  in  which  he  participated  personally 
and  substantially  through  decision,  ap¬ 
proval,  disapproval,  recommendation, 
rendering  of  advice,  investigation,  or 
otherwise  as  a  Food  and  Drug  Adminis¬ 
tration  employee. 

§  2.621  Temporary  disqualiflcution  of 
former  employees. 

Within  1  year  after  termination  of 
employment  with  the  Food  and  Drug 
Administration,  no  former  Food  and 
Drug  Administration  employee,  includ¬ 
ing  a  special  government  employee,  shall 
appear  personally  before  the  Food  and 
Drug  Administration  or  other  federal 
agency  or  court  as  agent  or  attorney  for 
any  person  other  than  the  United  States 
in  connecti(m  with  any  proceeding  or 
matter  in  which  the  Unitkl  States  is  a 
party  or  has  a  direct  and  substantial  in¬ 
terest  and  which  was  imder  his  official 
responsibility  at  any  time  within  one 
year  preceding  termination  of  such  re¬ 
sponsibility.  The  term  “official  responsi¬ 
bility”  means  the  direct  administrative 
or  operating  authority,  whether  inter¬ 
mediate  or  final,  and  either  exercisable 
alone  or  with  others,  and  either  per¬ 
sonally  or  through  subordinates,  to  ap¬ 
prove,  disapprove,  or  otherwise  direct 
government  action. 

4.  A  new  Part  5 — Delegations  of  Au¬ 
thority  and  Organization,  consisting  of 
the  redesignated  Subparts  H  and  M  of 
Part  2,  is  established  as  follows: 

PART  5 — DELEGATIONS  OF  AUTHORITY 
AND  ORGANIZATION 

Subpart  A — Dalagationt  of  Authortty  to  tha 
Commitsionar  of  Food  and  Drugs 

Sec. 

6.1  Delegations  from  the  Secretary  and 
Assistant  Secretary. 

Subpart  B — Radalagatlons  of  Authority  from 
tha  Commissionar  of  Food  and  Drugs 

6.20  General  redelegations  of  authority 
from  the  Commissioner  to  other 
officers  of  the  Food  and  Drug  Ad¬ 
ministration. 

6.31  Delegations  regarding  hearings  and  re¬ 
view  boards. 

6.23  Delegatkma  regarding  Imports. 
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Sec. 

5.23  Delegations  regarding  certification  of 

true  copies  and  use  of  Department 
seal. 

5.24  Delegations  regarding  disclosure  of 

official  records. 

5.25  Delegations  regarding  certlflcatlon  ot 

color  additives. 

5.26  Delegations  regarding  certification  of 

liuulln. 

5.27  Delegations  regarding  certification  of  v 

antibiotic  drugs. 

5.28  Delegations  regarding  approved  new 

animal  drug  applications  and  ap¬ 
proved  new  animal  drug  application 
•  supplements  for  new  animal  drugs. 

5.29  Delegations  regarding  approval  of 

new-drug  applications  and  new- 
drug  application  supplements  for 
drugs  for  human  use. 

6.30  Delegations  regarding  Issuance  of  no¬ 

tices  relating  to  proposals  to  refuse 
approval  or  to  withdraw  approval  of 
new  drug  applications  and  new  drug 
application  supplements  for  drugs 
for  human  use. 

5.31  Delegation  regarding  designation  of 

official  master  and  working  stand¬ 
ards  for  antibiotic  drugs. 

5.32  Delegations  regarding  emergency 

fvinctlons. 

5.33  Delegations  regarding  enforcement 

activities. 

5.34  Delegations  regarding  certification  fol¬ 

lowing  inspections. 

6.35  Delegations  regarding  grants  and  fel¬ 

lowships. 

5.36  Delegation  regarding  issuance,  amend¬ 

ment,  or  repeal  of  regulations  per¬ 
taining  to  antibiotic  drugs  for 
human  u.se. 

5.37  Delegation  regarding  issuance  of  no¬ 

tices  of  filing  of  petitions  and  no¬ 
tices  of  proposed  rule  making  per¬ 
taining  to  food  standards,  food  addi¬ 
tives,  and  color  additives. 

5.38  Delegations  regarding  termination  of 

exemptions  for  new  drugs  for  In¬ 
vestigational  use  In  human  beings 
or  in  animals. 

5.39  Delegations  regarding  detention  of 

meat,  poultry,  eggs,  and  related 
products. 

5.40  Delegations  regarding  approval  of 

schools  providing  food-processing 
instruction. 

6.41  Delegations  regarding  Issuance  of  re¬ 

ports  of  minor  violations. 

5.42  Delegations  relating  to  granting  and 

withdrawing  variances  from  per¬ 
formance  standards  for  electronic 
products. 

5.43  Delegations  relating  to  exemptions 

from  performance  standards  for 

electronic  products. 

6.44  Delegations  relating  to  testing  pro¬ 

grams  and  methods  of  certification 
and  identification  for  electronic 

products. 

5.45  Delegations  relating  to  notification  of 

defects  In,  and  repair  or  replace¬ 
ments  of,  electronic  products. 

6.46  Delegations  relating  to  manufacturer's 

resident  Import  agents. 

5.47  Delegations  relating  to  requiring 

manufacturers  to  provide  data  to 
ultimate  purchasers  of  electronic 
products. 

5.48  Delegations  relating  to  directing  deal¬ 

ers  and  distributors  of  electronic 
^  products  to  provide  data  to  manu¬ 
facturers. 

5.49  Delegations  relating  to  acceptance  of 

assistance  from  State  and  local  au¬ 
thorities  for  enforcement  of  radia¬ 
tion  control  legislation  and  regu¬ 
lations. 


Sec. 

5.50  Delegations  regarding  Issuance  and 
revocation  of  licenses  for  the  propa¬ 
gation  or  manufacture  and  prepara¬ 
tion  at  biological  products. 

Subpsrt  C — Organisation 
6.100  Headquarters. 

5.105  Chief  Counsel  for  the  Food  and  Drug 
Administration  and  Assistance  Gen¬ 
eral  Counsel  for  Food  and  Drugs, 
Office  of  General  Counsel,  Depart¬ 
ment  of  Health,  Education,  and  Wel¬ 
fare. 

5.110  FDA  Public  Records  and  Documents 

Center. 

6.111  FDA  Hearing  Clerk. 

5.115  Field  structure. 

Subpart  A — Delegations  of  Authority  to  the 
Commissioner  of  Food  and  Drugs 

§  5.1  Delegations  from  the  Secretary 
and  .Assistant  Secretary. 

(a)  The  Assistant  Secretary  for  Health 
has  redelegated  to  the  Commissioner  of 
Food  and  Drugs  with  authority  to  redele¬ 
gate  (35  FR  606  as  amended)  all  author¬ 
ity  delegated  to  him  by  the  Secretary 
of  Health,  Education,  and  Welfare  as 
follows; 

(1)  Functions  vested  in  the  Secretary 
under  the  Federal  Food.  Drug,  and  Cos¬ 
metic  Act  (21  U.S.C.  301  et  seq.),  the 
Filled  Milk  Act  (21  U.S.C.  61-63),  the 
Federal  Import  Milk  Act  (21  U.S.C.  141 
et  seq.),  the  Tea  Importation  Act  (21 
U.S.C.  41  et  seq.),  the  Federal  Caustic 
Poison  Act  (44  Stat.  1406),  and  The  Fair 
Packagring  and  Labeling  Act  (15  U.S.C. 
1451  et  seq.),  pursuant  to  section  12  of 
Reorganization  Plan  No.  IV  and  Reorga¬ 
nization  Plan  No.  1  of  1953,  including  au¬ 
thority  to  administer  oaths  vested  in  the 
Secretary  of  Agriculture  by  7  U.S.C.  2217. 

(2)  Functions  vested  in  the  Secretary 
under  section  301  (Research  and  Investi¬ 
gation)  ;  section  307  (International  Co¬ 
operation)  ;  section  310  (Health  Educa¬ 
tion  and  Information) ;  section  311  (Fed¬ 
eral-State  Cooperation) ;  and  section 
314(f)  (Interchange  of  Personnel  with 
States)  of  the  Public  Health  Service  Act 
(42  U.S.C.  241,  2421,  242o,  243,  246(f)) 
which  relate  to  the  functions  of  the  Pood 
and  Drug  Administration. 

(3)  Functions  vested  in  the  Secretary 
under  sections  354  through  360F  of  the 
PubUc  Health  Service  Act  (42  U.S.C. 
263b  through  263n)  which  relate  to  elec¬ 
tronic  product  radiation  control. 

(4)  P\mctic«is  vested  in  the  Secretary 
under  section  361  of  the  Public  Health 
Service  Act  (42  U.S.C.  264)  which  relate 
to  the  law  enforcement  functions  of  the 
Food  and  Drug  Administration  concern¬ 
ing  the  following  products  and  activities: 
biologicals  (including  blood  and  blood 
products);  Interstate  travel  sanitation 
(except  interstate  transportation  of 
etiological  agents  under  42  CFR  72.25) ; 
food  (Including  milk  and  food  service 
sanitation  and  shellfish  sanitation) ;  and 
drugs,  devices,  cosmetics,  and  electronic 
products,  and  other  items  of  products 
regulated  by  the  Pood  and  Drug  Admin¬ 
istration. 

(5)  Functions  vested  in  the  Secretary 
imder  sections  351  and  352  of  the  Public 
Health  Service  Act  (42  U.S.C.  262  and 
263)  which  relate  to  biological  products. 


(6)  Functions  vested  in  the  Secretary 
pertaining  to  section  302(a)  of  the  Pub¬ 
Uc  Health  Service  Act  (42  U.S.C.  242(a) ) 
which  relate  to  the  determination  and 
reporting  requirements  with  respect  to 
the  medicinal  and  scientific  requirements 
of  the  United  States  for  controlled  sub¬ 
stances. 

(7)  Functions  vested  in  the  Secretary 
pertaining  to  section  303  of  the  Public 
Health  Sendee  Act  (42  U.S.C.  242a) 
which  relate  to  the  authorization  of  per¬ 
sons  engaged  in  research  on  the  use  and 
effect  of  drugs  to  protect  the  identity  of 
their  research  subjects  with  respect  to 
drugs  scheduled  under  Public  Law  91-513 
for  which  a  notice  of  claimed  exemption 
for  an  investigational  new  drug  is  filed 
with  the  Food  and  Drug  Administration 
and  with  respect  to  aU  drugs  not  sched¬ 
uled  under  PubUc  Law  91-513. 

(8)  Functions  vested  in  the  Secretary 
pertaining  to  section  4  of  the  Compre¬ 
hensive  Drug  Abuse  Prevention  and  Con¬ 
trol  Act  of  1970  (84  Stat.  1241)  which  re¬ 
late  to  the  determination  of  the  safety 
and  effectiveness  of  drugs  or  to  approve 
new  drugs  to  be  used  in  the  treatment  of 
narcotic  addicts. 

(9)  Fimctions  vested  in  the  Secretary 
pertaining  to  section  303(f)  of  the  Con- 
troUed  Substances  Act  (21  U.S.C.  823(f) ) 
which  relate  to  the  determination  of  the 
qualifications  and  competency  of  prac¬ 
titioners  wishing  to  conduct  research 
with  'controlled  substances  listed  in 
Schedule  I  of  the  Act,  and  the  merits  of 
the  research  protocol. 

( 10)  Functions  vested  in  the  Secretary 
pertaining  to  provisions  of  the  Contn^ed 
Substances  Act  (21  U.S.C.  801  et  seq.) 
which  relate  to  administration  of  tiie 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  301  et  seq.). 

( 11 )  Functions  vested  in  the  Secretary 
under  section  409(b)  of  the  Federal  Meat 
Inspection  Act  (21  U.S.C.  679(b) )  which 
relate  to  the  detention  of  any  carcass, 
part  thereof,  meat,  or  meat  product  of 
cattle,  sheep,  swine,  goats,  or  equines. 

( 12 )  Functions  vested  in  the  Secretary 
under  section  24(b)  of  the  Poultry  Prod¬ 
ucts  Inspection  Act  (21  U.S.C.  467f(b)) 
which  relate  to  the  detention  of  any  poul¬ 
try  carcass,  part  thereof,  or  poultry 
product. 

( 13)  Functions  vested  in  the  Secretary 
imder  the  Egg  Products  Inspection  Act 
(21U.S.C.  1031  et  seq.). 

(14)  Functions  vested  in  the  Secretary 
by  amendments  to  the  foregoing  statutes 
subsequent  to  Reorganization  Plan  No.  1 
of  1953. 

(15)  Function  of  issuing  all  regulations 
of  the  Pood  and  Drug  Administration. 
The  reservation  of  authority  contained 
in  Chapter  2-000  of  the  Department 
Organization  Manual  shall  not  apply. 

(16)  Functions  vested  in  the  Secretary 
under  Executive  Order  11490,  section 
1103(5),  and  those  portions  of  sections 
1103(1),  1103(3),  1103(4),  3001(2),  3001 
(3) ,  3002(1) ,  3002(2) ,  3002(3) ,  3004,  and 
3009  which  relate  to  food,  drugs,  and  bio¬ 
logicals.  In  the  performance  of  these 
emergency  functions  the  Commissioner 
shall  coordinate  his  activltlee  with  the 
Administrator,  Health  Services  and  Men- 
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tal  Health  Administration,  in  order  that 
preemergency  plans  shall  be  developed  in 
consonance  with  postattack  organisation 
plans  and  structure  of  the  Department 
for  the  Emergency  Health  Service. 

(17)  Function  vested  in  the  Secretary 
of  authorizing  and  approving  miscella¬ 
neous  and  emergency  expenses  of  en¬ 
forcement  activities. 

(18)  Function  vested  in  the  Secretary 
imder  the  Federal  Advisory  Committee 
Act,  Public  Law  92-463,  to  make  deter¬ 
minations  that  advisory  committee 
meetings  are  concerned  with  matters 
listed  in  section  552(b)  of  title  5,  U.S.C. 
and  therefore  may  be  closed  to  the  pub¬ 
lic  for  those  committees  under  the  ad¬ 
ministrative  jurisdiction  of  the  Commis¬ 
sioner  of  Food  and  Drugs.  This  authority 
may  not  be  redelegated.  This  authority 
is  to  be  exercised  in  accordance  with  the 
requirements  of  the  Act  and  only  with 
respect  to  the  following: 

(i)  Meetings,  to  the  extent  that  they 

directly  involve  review,  discussion  or  con¬ 
sideration  of  records  of  the  Department 
which  are  exempt  from  disclosure  under 
5  U.S.C.  552(b)  (4).  (6),  and  (7), 

namely,  (a)  records  containing  trade 
secrets  and  commercial  or  financial  in¬ 
formation  obtained  from  a  person  and 
privileged  or  confidential;  (b)  personnel, 
medical  and  similar  files  the  disclosure 
of  which  would  constitute  a  clearly  un¬ 
warranted  invasion  of  personal  privacy; 
and  (c)  investigatory  files  compiled  for 
law  enforcement  purposes; 

(ii)  Meetings  to  the  extent  that  they 
involve  the  review,  discussion,  and  eval¬ 
uation  of  specific  drugs  and  devices  reg¬ 
ulated  by  FDA  which  are  intended  to 
result  in  recommendations  for  regula¬ 
tory  decisions  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  which  are 
concerned  with  matters  listed  in  5  U.S.C 
552(b) (4), (5),  and  (7); 

(iii)  Meetings  held  for  the  sole  pur¬ 
pose  of  considering  and  formulating  ad¬ 
vice  which  the  coimnittee  will  give  or  any 
final  report  it  will  render.  Provided: 

(a)  The  meetings  will  involve  solely 
the  internal  expression  of  views  and 
judgments  of  the  members  and  it  is 
essential  to  close  the  meeting  or  portions 
thereof  to  protect  the  free  exchange  of 
such  views  and  avoid  undue  interference 
with  agency  or  committee  operations, 
and  such  views  if  reduced  to  writing 
would  be  protected  from  mandatory  dis¬ 
closure  under  section  552(b)  (5)  of  title  5 
U.S.C.; 

(b)  TTie  meeting  is  closed  for  the 
shortest  time  necessary,  summarizing  the 
work  of  the  committee  during  the  closed 
sessions,  and  a  report,  prepared  by  the 
executive  secretary  will  be  made  avail¬ 
able  promptly  to  the  public. 

(c)  When  feasible,  the  public  is  given 
*a  timely  opportunity  to  present  rele¬ 
vant  information  and  views  to  the  com¬ 
mittee;  and 

(d)  Concurrence  for  closing  the  meet¬ 
ings  for  such  purpose  is  obtained  from 
the  Office  of  the  General  Counsel  and  the 
Office  of  Public  Affairs. 

(19)  Functions  vested  in  the  Secretary 
under  the  second  sentence  of  section  309 
(Health  Cimferences)  of  the  Public 


Health  Service  Act  (42  U.S.C.  242n)  to 
call  for  a  conference  and  invite  as  many 
health  authorities  and  officials  of  State 
or  local  public  or  private  agencies  or  or¬ 
ganizations  as  deemed  necessary  or 
proper  on  subjects  related  to  the  func¬ 
tions  of  the  Pood  and  Drug  Administra¬ 
tion. 

(20)  Functions  vested  in  the  Secretary 
under  section  501  (Gifts)  of  the  Public 
Health  Service  Act  (42  U.S.C.  219)  to  ac¬ 
cept  offers  of  unconditional  gifts,  of  other 
than  real  pri^ierty,  provided  such  gifts 
are  oS.  $1,000  value  or  less  and  the  total 
costs  associated  with  acceptance  of 
property  will  not  exceed  the  cost  of  pur¬ 
chasing  a  similar  item  and  the  cost  of 
normal  care  and  maintenance. 

(21)  Factions  vested  in  the  Secretary 
under  section  362  of  the  Public  Health 
Service  Act  (42  U.S.C.  265)  which  relate 
to  the  prihibition  of  the  introduction  of 
foods,  drugs,  devices,  cosmetics,  and  elec¬ 
tronic  products  and  other  items  or  prod¬ 
ucts  regulated  by  the  Pood  and  Drug  Ad- 
ministraticm  into  the  United  States  when 
it  is  determined  that  it  is  required  in  the 
interest  of  public  health  when  such  func- 
ti(His  relate  to  the  law  enforcement  func¬ 
tions  of  the  Pood  and  Drug  Administra¬ 
tion. 

(b)  The  Chief  Counsel  for  the  Food 
and  Drug  Administration  and  Assistant 
General  Counsel  in  charge  of  the  Divi¬ 
sion  of  Food  and  Drugs,  Office  of  General 
Counsel,  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  has  been  authorized  to 
report  apparent  violations  to  the  Depart¬ 
ment  of  Justice  for  the  institution  of 
criminal  proceedings,  pursuant  to  section 
305  of  the  Federal  Pood,  Drug,  and  Cos¬ 
metic  Act,  section  4  of  the  Federal  Im¬ 
port  Milk  Act,  and  section  9(b)  of  the 
Federal  Caustic  Poison  Act. 

(c)  The  Assistant  Secretary  for  Health 
has  redelegated  to  the  Commissioner  of 
Food  and  Drugs,  with  authority  to  re¬ 
delegate,  the  authority  delegated  to  him 
by  the  Assistant  Secretary  for  Admin¬ 
istration  and  Management:  (1)  To  cer¬ 
tify  true  copies  of  any  books,  records, 
pt^jers,  or  other  documents  on  file 
within  the  Department,  or  extracts  from 
such;  to  certify  that  true  copies  are 
true  copies  of  the  entire  file  of  the  De¬ 
partment;  to  certify  the  complete  origi¬ 
nal  record  or  to  certify  the  nonexistence 
of  records  on  file  within  the  Depart¬ 
ment;  and  to  cause  the  Seal  of  the  De¬ 
partment  to  be  affixed  to  such  certifica¬ 
tions  and  to  agreements,  awards,  cita¬ 
tions,  diplomas,  and  similar  documents. 

(2)  To  establish  volunteer  service 
programs  smd  accept  volunteer  services 
for  use  in  the  (^ration  of  a  health  care 
facility  or  the  provision  of  health  care 
under  section  223  of  the  Public  Health 
Services  Act  (42  U.S.C.  217b) . 

Subpart  B — Redelegations  of  Authority 
From  the  Commissioner  of  Food  and  Drugs 

§  5.20  General  redelegations  of  author* 
ity  from  the  Gommixsioner  to  other 
officers  of  the  Administration. 

(a)  Final  authority  of  the  Commis¬ 
sioner  of  Food  and  Drugs  is  redelegated 
as  set  forth  in  this  subpart.  Further  re¬ 
delegation  of  the  authority  vested  herein 


is  not  authorized.  Authority  redelegated 
herein  to  a  pKKition  by  title  may  be  ex¬ 
ercised  by  a  p)erson  officially  designated 
to  serve  in  such  position  in  an  acting 
capacity  or  on  a  temporary  basis,  unless 
prohibited  by  a  restriction  written  into 
the  document  designating  him  as  “act¬ 
ing”  or  unless  not  legally  permissible. 

(b)  The  Deputy  Commissioner  of  Pood 
and  Drugs  and  the  Associate  Commis¬ 
sioner  for  Compliance  are  authorized  to 
perform  all  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs. 

§  5.21  Delegations  regarding  heHri!'gs 
and  review  boards. 

(a)  The  Directors  and  Deputy  Direc¬ 
tors  of  Bureaus,  Regional  Food  and  Drug 
Directors,  Deputy  Regional  Pood  and 
Drug  Directors,  and  District  Directors 
are  authorized  to  designate  officials  to 
hold  informal  hearings  which  relate  to 
their  assigned  functions  under  sections 
305,  404(b),  and  801(a)  of  the  Federal 
Pood,  Drug,  and  Cosmetic  Act,  section  6 
of  the  Fair  Packaging  and  Ladling  Act, 
section  9(b)  of  the  Federal  Caustic  Poi¬ 
son  Act,  and  section  5  of  the  Federal  Im¬ 
port  Milk  Act.  Officials  so  designated  are 
delegated  authority  vested  in  the  Secre¬ 
tary  of  Agriculture  by  7  U.S.C.  2217  (43 
Stat.  803)  to  administer  or  to  take  from 
any  p>erson  an  oath,  affirmation,  affidavit, 
or  deposition  for  use  in  any  prosecution 
or  proceeding  under  or  in  enforcement 
of  any  law  as  cited  in  this  section, 

(b)  The  Director,  Deputy  Director, 
and  Associate  Director  of  the  Bureau  of 
Biologies  are  authorized  to  appoint  re¬ 
view  boards  as  provided  by  §  601.41  of 
this  chapter. 

(c)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  hold  hearings  imder  sec¬ 
tion  360(a)  of  the  Public  Health  Service 
Act,  and  to  designate  officials  to  hold  in¬ 
formal  hearings  under  section  360(a)  of 
the  act. 

§  5.22  DrIcgalioiiH  regarding  impurtN. 

(a)  The  Regional  Pood  and  Drug  Di¬ 
rectors,  DepMity  Regional  Food  and  Drug 
Directors,  and  District  Directors  are  au¬ 
thorized  to  designate  officials  who  may 
request,  under  section  801(a)  of  the  Fed¬ 
eral  Pood,  Drug,  and  Ctosmetlc  Act,  from 
the  Secretary  of  the  Treasury  samples  of 
foods,  drugs,  devices  or  cosmetics  im¬ 
ported,  or  offered  for  import,  in  order  to 
determine  whether  such  articles  are  in 
compliance  with  the  act. 

(b)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health, 
and  the  Director  of  the  Division  of  Com¬ 
pliance  of  that  Bureau  are  authorized 
to  request,  under  sectiem  360(a)  of  the 
Public  Health  Service  Act,  from  the  Sec¬ 
retary  of  the  Treasury  samples 'of  elec¬ 
tronic  products  imported  or  offered  for 
import  in  order  to  determine  whether 
such  articles  are  in  compliance  with  that 
act. 

(c)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiolc^cal  Health, 
and  the  Director  of  the  Division  of  Com¬ 
pliance  of  that  Bureau  may,  under  sec¬ 
tion  360B(b)  of  the  Public  Health  Serv¬ 
ice  Act,  exempt  porsons  from  issuing  a 
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certification  as  required  by  section  358 
(h)  of  the  act,  for  electronic  products 
imported  Into  the  United  States  for  test¬ 
ing,  evaluation,  demonstration,  or  train¬ 
ing,  which  will  not  be  Introduced  into 
commerce  and  upon  completion  of  their 
fimctlon,  will  be  destroyed  or  exported 
in  accord  with  Bureau  of  Customs  regu¬ 
lations. 

(d)  The  Regional  Pood  and  Drug  Di¬ 
rectors,  Deputy  Regional  Food  and  Drug 
Directors,  and  District  Directors  are  au¬ 
thorized  to  exercise  all  of  the  fimctions 
of  the  Commissioner  of  Food  and  Drugs 
imder  section  362  of  the  Public  Health 
Service  Act  (42  U.S.C.  265)  that  relate  to 
the  prohibition  of  the  introduction  of 
foods,  drugs,  devices,  cosmetics,  and  elec¬ 
tronic  products  and  other  items  or  prod¬ 
ucts  regulated  by  the  Food  and  Drug  Ad¬ 
ministration  into  the  United  States  when 
it  is  determined  that  it  is  required  in  the 
Interest  of  pmblic  health,  and  such  func¬ 
tions  relate  to  the  law  enforcement  func¬ 
tions  of  the  Pood  and  Drug  Adminis¬ 
tration. 

§  5.2.3  Dolfgalions  regurding  tonifica¬ 
tion  of  true  copies  and  use  of  Dcparl- 
nicnt  seal. 

(а)  The  following  ofiScials  are  author¬ 
ized  to  certify  true  copies  of  or  extracts 
from  any  books,  records,  papers,  or  other 
doemnents  on  file  within  the  Pood  and 
Drug  Administration,  to  certify  that 
copies  are  true  copies  of  the  entire  file, 
to  certify  the  complete  original  record, 
or  to  certify  the  nonexistence  of  records 
on  file  within  the  Administration,  and  to 
cause  the  seal  of  the  Department  to  be 
affixed  to  such  certifications: 

(1)  Associate  and  Deputy  Associate 
Commissioners. 

(2)  Assistant  and  Deputy  Assistant 
Commissioners. 

(3)  ’Director  of  the  Executive  Secre¬ 
tariat. 

(4)  Director  and  Deputy  Director  of 
the  Office  of  Legislative  Services. 

(5)  The  PDA  Regulations  Officer  and 
the  Federal  Register  Liaison  Officer  and 
their  alternates  of  the  Office  of  the  Asso¬ 
ciate  Commissioner  for  Compliance. 

(б)  Directors  and  Deputy  Directors 
of  Bureaus  and  Executive  Director  and 
Deputy  Executive  Director  of  Regional 
Operations. 

(7)  Director  of  the  Office  of  Planning 
and  Evaluation,  the  Associate  Drector 
and  Deputy  Associate  Director  for  Com¬ 
pliance,  and  the  Directors  of  the  Divi¬ 
sions  of:  Methadone  Monitoring;  Drug 
Product  Quality;  Drug  Labeling  Compli¬ 
ance;  and  Drug  Manufacturing  of  the 
Bureau  of  Drugs. 

(8)  Associate  Director  for  Manage¬ 
ment,  the  Associate  Director  and  Deputy 
Associate  Director  for  Compliance,  and 
the  Directors  of  the  Divisions  of:  Regu¬ 
latory  Guidance;  Pood  Technology;  and 
Pood  Service  of  the  Bureau  of  Poods. 

(9)  Associate  Director  and  the  Direc¬ 
tor  of  the  Division  of  Compliance  of  the 
Bureau  of  Biologies. 

(10)  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  the  Bureau 
oi  Veterinary  Medicine. 


(11)  Associate  Director  for  Adminis¬ 
tration  of  the  Biireau  of  Radiological 
Health,  and  the  Director  of  the  Division 
of  Compliance  of  that  Bureau. 

(12)  Assistant  Director  for  Program 
Operations  and  the  Director  of  the  Di¬ 
vision  of  Compliance  of  the  Bureau  of 
Medical  Devices  and  Diagnostic  Products. 

(b)  The  following  officials  are  author¬ 
ized  to  cause  the  seal  of  the  Department 
to  be  affixed  to  agreements,  awards,  cita¬ 
tions,  diplomas,  and  similar  documents. 

(1)  Associate  and  Deputy  Associate 
Commissioners. 

(2)  The  Director  of  the  Division  of 
Personnel  Management  of  the  Office  of 
Administration  and  the  Chief  of  the 
Career  Development  and  Training 
Branch  of  that  Division  and  Office. 

(c)  The  Federal  Register  Writer  and 
his  alternates  of  the  Office  of  Compliance 
are  authorized  to  certify  true  copies  of 
Federal  Register  documents. 

§  5.2  i  Drlogationn  regarding  dist-Iosurc 
of  offieial  record.^. 

(a)  The  following  officials  are  author¬ 
ized  to  make  determinations  to  disclose 
official  records  and  information  in 
accordance  with  Part  4  of  this  chapter. 

(1)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Drugs,  and  the  Asso¬ 
ciate  Director  and  Deputy  Associate  Di¬ 
rector  for  Compliance  and  the  Directors 
of  the  Divisions  of :  Methadone  Monitor¬ 
ing;  Drug  Product  Quality;  Drug  Label¬ 
ing  Compliance;  and  Drug  Manufactur¬ 
ing  of  that  Bureau. 

(2)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Foods,  and  the  Associate 
Director  and  Deputy  Associate  Director 
for  Compliance  and  the  Director  of  the 
Division  of  Regulatory  Guidance  of  that 
Bureau. 

(3)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Veterinary  Medicine 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  that 
Bureau. 

(4)  The  Director  and  Deputy  Director, 
Bureau  of  Radiological  Health,  and  the 
Director  of  the  Division  of  Electronic 
Products  and  the  Director  of  the  Division 
of  Compliance  of  that  Bureau. 

(5)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Biologies,  and  the  As¬ 
sociate  Director  and  the  Director  of  the 
Division  of  Compliance  of  that  Bureau. 

(6)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Medical  Devices  and 
Diagnostic  Products  and  the  Director  of 
the  Division  of  Compliance  of  that 
Bureau. 

(b)  The  Chief  of  the  Drug  Listing 
Branch  of  the  Division  of  Drug  Labeling 
Compliance  of  the  Bureau  of  Drugs  is 
authorized  to  sign  affidavits  regarding 
the  presence  or  absence  of  records  of 
Registration  of  Drug  Establishments. 

(c)  Hie  Chief  of  the  Records  Section 
of  the  Administrative  Services  Branch, 
Division  of  Management  Services,  Office 
of  Administration,  is  authorized  to  sign 
affidavits  regarding  the  presence  or 
absence  of  records  in  the  files  of  that 
section. 


§  5.25  Delegations  regarding  certifica¬ 
tion  of  color  additives. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Foods,  the  Associate  Di¬ 
rector  and  Deputy  Associate  Director  for 
Technology,  and  the  Director  and  Deputy 
Director  of  the  Division  of  Color  Tech¬ 
nology  of  that  Bureau  are  authorized  to 
certify  batches  of  color  additives  for  use 
in  foods,  drugs,  or  cosmetics,  imder  sec¬ 
tion  706  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

§  5.26  Delegations  regarding  certifica¬ 
tion  of  insulin. 

The  Director,  Deputy  Director,  and  the 
Associate  Director  and  Deputy  Associate 
Director  for  Compliance  of  the  Bureau 
of  Drugs,  the  Director  and  Deputy  Di¬ 
rector  of  the  Division  of  Drug  Product 
Quality  of  that  Bureau,  and  the  Chief 
and  Assistant  CThief  of  the  Certification 
Services  Branch  of  that  Division  and 
Bureau  are  authorized  to  certify  or  reject 
batches  of  drugs  containing  insulin,  pur¬ 
suant  to  section  506(a)  of  the  Federal, 
Food.  Drug,  and  Cosmetic  Act. 

§  5.27  Delegations  regarding  certifica¬ 
tion  of  antibiotic  drugs. 

The  Director,  Deputy  Director,  and 
the  Associate  Director  and  Deputy  Asso¬ 
ciate  Director  for  Compliance  of  the 
Bureau  of  Drugs,  the  Director  and  Dep¬ 
uty  Director  of  the  Division  of  Drug 
Product  Quality  of  that  Bureau,  and  the 
Chief  and  Assistant  Chief  of  the  Certifi¬ 
cation  Services  Branch  of  that  Division 
and  Bureau  are  authorized  to  certify 
or  reject  batches  of  antibiotic  drugs,  or 
any  derivative  of  these  drugs,  pursuant 
to  sections  507(a)  and  512(n)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act. 

§  5.28  Delegations  regarding  approved 
new  animal  drug  applications  and 
approved  new  animal  drug  applica¬ 
tion  supplements  for  new  animal 
drugs. 

The  Director  of  the  Bureau  of  Veter¬ 
inary  Medicine  is  authorized  to  perform 
all  the  functions  of  the  Commissioner  of 
Food  and  Drugs  with  regard  to  the  ap¬ 
proval  of  new  animal  drug  applications, 
and  new  animal  drug  application  supple¬ 
ments,  for  new  animal  drugs  submitted 
pursuant  to  section  512  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act.  The  Di¬ 
rector  of  the  Division  of  Veterinary 
Medical  Review  of  the  Bureau  of  Veter¬ 
inary  Medicine  is  authorized  to  perform 
for  fimctions  of  the  Commissioner  with 
regard  to  the  approval  of  applications 
for  animal  feeds  containing  new  animal 
drugs. 

§  5.29  Delegations  regarding  approval 
of  new-drug  applications  and  new- 
drug  application  supplements  for 
drugs  for  human  use. 

(a)  The  Director,  Deputy  Director,  and 
Associate  Director  for  New  Drug  Evalua¬ 
tion  of  the  Bureau  of  Drugs  are  author¬ 
ized  to  perform  all  the  functions  of  the 
Commissioner  of  Food  and  Drugs  with 
regard  to  the  approval  of  new-drug  ap¬ 
plications  and  new-drug  application  sup¬ 
plements  which  are  for  drags  for  human 
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use  and  have  been  submitted  pursuant 
to  section  505  of  the  Federal  Fo^,  Drug, 
and  Cosmetic  Act. 

(b)  The  Directors  of  the  Divisions  of: 
Anti-Infective  Drug  Products;  Cardio- 
Renal  Drug  Products;  Surgical -Dental 
Drug  Products;  Metabolism  and  Endo¬ 
crine  Drug  Products;  Neuropharmaco- 
logical  Drug  Products;  Oncology  and 
Radiopharmaceutical  Drug  Products; 
and  Drug  Advertising  of  the  Bureau  of 
Drugs  are  authorized  to  perform  all  the 
functions  of  the  Commissioner  with  re¬ 
gard  to  the  approval  of  new-drug  appli¬ 
cation  supplements  which  are  for  drugs 
for  hxunan  use  and  have  been  submitted 
pursuant  to  section  505  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

§  5.30  Delegations  regarding  issuance  of 
notices  relating  to  proposals  to  refuse 
approval  or  to  withdraw  approval  of 
new  drug  applications  and  new  drug 
application  supplements  for  drugs 
for  human  use. 

The  Director  of  the  Bureau  of  Drugs 
is  authorizcKd  to  issue  notices  of  an  op- 
portimity  for  a  hearing  on  proposals  to 
refuse  approval  or  to  withdraw  approval 
of  new  drug  applications  and  new  drug 
application  supplements  for  drugs  for 
human  use  submitted  pursuant  to  sec¬ 
tion  505  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  and  to  issue  notices  of 
denial  or  withdrawal  of  approval  when 
opportimity  for  hearing  has  been  waived. 

§  5.31  Delegation  regarding  designation 
of  official  master  and  working  stand¬ 
ards  for  antibiotic  drugs. 

The  Director,  Deputy  Director,  and 
Associate  Director  for  Pharmaceutical 
Research  and  Testing  of  the  Bureau  of 
Drugs,  and  the  Director  of  the  National 
Center  for  Antibiotics  Analysis  of  that 
Bureau  are  authorized  to  designate  offi¬ 
cial  Food  and  Drug  Administration  mas¬ 
ter  and  working  standards  for  antibiotic 
drugs  under  §  430.5  of  this  chapter. 

§  5.32  Delegations  regarding  emergency 
functions. 

Each  Regional  Food  and  Drug  Director 
is  authorized,  during  any  period  when 
normal  channels  of  direction  are  dis¬ 
rupted  between  the  Food  and  Drug  Ad¬ 
ministration  headquarters  and  his  region, 
to  fully  represent  the  Food  and  Drug 
Administration  within  his  region  in  con¬ 
sonance  with  the  Department  of  Health, 
Education,  and  Welfare  regional  emer¬ 
gency  plans  and  to  exercise  the  authority 
of  the  Commissioner  for  suptervision  of 
and  direction  to  all  Food  and  Drug  Ad¬ 
ministration  activities  and  use  of  re¬ 
sources  within  his  region  for  continuity 
and  for  Federal  Emergency  Health  Serv¬ 
ice  operations.  These  same  officials  are 
authorized  to  provide  in  Regional  Emer¬ 
gency  Plans  for  the  delegation  of  Food 
and  Drug  Administration  regional  au¬ 
thorities  to  heads  of  field  activities  when 
such  activities  are  cut  off  from  national 
and  regional  headquarters. 

§  5.33  Delegations  regarding  enforce¬ 
ment  activities. 

(a)  Duly  appointed  and  authorized  in¬ 
spectors,  officers,  and  employees  of  the 


Food  and  Drug  Administration  who  have 
been  issued  the  Food  and  Drug  Adminis¬ 
tration  official  credentials  consisting  of 
FD  Form  200a  entitled  *Tdentification 
Record”  and  FD  Form  200b  entitled 
“Specification  of  General  Authority”  are 
designated  by  the  Commissioner  of  Food 
and  Drugs: 

(1)  To  conduct  examinations,  inspec¬ 
tions,  and  investigations;  to  collect  and 
obtain  samples;  to  have  access  to  and 
to  copy  and  verify  records;  and  to  super¬ 
vise  compliance  operations,  for  the  en¬ 
forcement  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  the  Fair  Packaging  and 
Labeling  Act,  the  Federal  Caustic  Poison 
Act,  the  Import  Milk  Act,  the  Filled  Milk 
Act,  the  Tea  Importation  Act,  the  Radia¬ 
tion  Control  for  Health  and  Safety  Act 
of  1968,  and  section  361  of  the  Public 
Health  Service  Act. 

(2)  To  administer  oaths  and  affirma¬ 
tions  under  section  1  of  the  Act  of  Jan¬ 
uary  31,  1925  (Ch.  124,  43  Stat.  803); 
sections  12  to  15  of  Reorganization  Plan 
No.  rv,  effective  Jime  30,  1940;  and  Re¬ 
organization  Plan  No.  1  of  1953,  effective 
April  11,  1953. 

(b)  Duly  appointed  and  authorized 
inspectors,  officers,  and  employees  of  the 
Food  and  Drug  Administration  who  have 
been  issued  the  Food  and  Drug  Adminis¬ 
tration  official  credentials  consisting  of 
FD  Form  200a  entitled  “Identification 
Record”  and  FD  Form  200c  entitled 
“Specification  of  General  and  Special 
Authority”  are  designated  by  the  Com¬ 
missioner  of  Food  and  Drugs: 

(1)  To  perform  the  duties  enumerated 
in  paragraph  (a)  (1)  and  (2)  of  this 
section. 

(2)  As  officers  and  employees  having 
the  authority  to  request  and  the  author¬ 
ity  to  have  access  to  and  copy  and  verify 
records  and  reports  required  by  sections 
505  (i)  and  (J),  507  (d)  and  (g),  and 
512  (1)  and  (m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  355 
(i)  and  (j),  357  (d)  and  (g),  and  360b 
(1)  and  (m) ) . 

(c)  The  Food  and  Drug  Administra¬ 
tion  official  credentials  referred  to  in 
paragraphs  (a)  and  (b)  of  this  section 
are  described  sis  follows: 

(1)  FD  Form  200a  entitled  “Identifica¬ 
tion  Record”  bears  a  color  photograph, 
description,  and  signature  of  the  besirer, 
an  identification  number,  an  expiration 
date,  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  seal  with  blue  imprint 
centered  to  the  left  of  the  photograph 
and  the  Food  and  Drug  Administration 
symbol  centered  to  the  right  of  the  photo¬ 
graph. 

(2)  FD  Form  200b  entitled  “Specifica¬ 
tion  of  General  Authority”  bears  the 
holder’s  name,  his  genersil  authority,  an 
identification  number,  an  expiration 
date,  smd  the  Commissioner’s  signature. 

(3)  FD  Form  200c  entitled  “Specifica¬ 
tion  of  General  and  Special  Authority” 
bears  the  holder’s  name,  his  general  and 
special  authority,  an  identification  num¬ 
ber,  sm  expiration  date,  and  the  Com- 
mlsskmer’s  signature  and  is  superimposed 
in  the  lower  right  comer  with  a  red, 
white,  and  blue  stripe  imprint. 


(4)  Both  FD  Form  200b  and  FD  Form 
200c  bear  the  name  of  the  Department 
of  Health,  Education,  and  Welfare,  Pub¬ 
lic  Health  Service,  and  Food  and  Drug 
Administration  and  are  superimposed 
with  the  Department  seal  with  blue  im¬ 
print. 

(d)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  refuse  admission  of  non¬ 
complying  electronic  product  imports 
and  to  notify  the  Secretary  of  the  Treas¬ 
ury  of  such  refusal  imder  section  360(a) 
of  the  Public  Health  Service  Act  and 
are  authorized  to  refuse  or  to  grant  per¬ 
mission  and  time  extensions  to  bring 
such  products  into  compliance,  and  are 
authorized  to  supervise  or  designate  an 
official  to  supervise  such  operations 
under  section  360(b)  of  the  act. 

(e)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  and 
the  Director  of  the  Division  of  Compli¬ 
ance  of  that  Bureau  are  authorized  to 
perform  all  of  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs  under  sec¬ 
tion  360A(a)  of  the  Public  Health  Serv¬ 
ice  Act  relating  to  electronic  product 
safety  and  inspection  of  electronic  prod¬ 
uct  manufacturers’  premises,  and  to  per¬ 
form  all  of  the  functions  of  the  Commis¬ 
sioner  of  Pood  and  Drugs  under  section 
360A(b)  of  the  act  relating  to  tiie  estab¬ 
lishment,  maintenance,  and  Inspection  of 
electronic  product  manufacturers’  rec¬ 
ords. 

(f )  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  designate  officials  to  make 
accident  and  Investigation  reports  under 
section  360A(d)  of  the  Public  Health 
Service  Act. 

(g)  The  Director,  Deputy  Director,  and 
Associate  Director  of  the  Bureau  of  Bio¬ 
logies  and  the  Director  of  the  Division  of 
Compliance  of  that  Bureau  may  author¬ 
ize,  pursuant  to  section  351(c)  of  the 
Public  Health  Service  Act  (42  U.S.C.  262 

(c)),  any  officer,  agent,  or  employee  to 
enter  and  Inspect  any  establishment 
which  is  subject  to  the  provisions  of  sec¬ 
tion  351  of  the  act  (42  U.S.C.  262) . 

§  5.34  Delegations  regarding  eerlifiea- 
lion  following  inspections. 

Regional  Food  and  Drug  Directors, 
Deputy  Regional  Food  and  Drug  Direc¬ 
tors,  and  District  Directors  are  author¬ 
ized  to  issue  certificates  of  sanitation 
imder  42  CFR  72.181. 

§  .5.35  Delegations  regarding  grants  and 
fellowships. 

(a)  The  Associate  and  Deputy  Asso¬ 
ciate  Commissioner  for  Science  are  au¬ 
thorized  to  approve  or  disapprove  all 
applications  for  grants  and  fellowships 
and  to  select  officials  to  serve  as  program 
managers  to  exercise  scientific  oversight 
and  to  monitor  grantee  progress. 

(b)  The  Associate  and  Deputy  Asso¬ 
ciate  Commissioner  for  Administration 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Contracts  and  Grants 
Management  of  the  Office  of  the  Associ¬ 
ate  Commissioner  for  Administration  are 
authorized  to  execute  grant  awards  upon 
approval  by  the  Associate  or  Deputy  As- 
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sociate  Commissioner  for  Science  under 
sections  301,  308,  311,  and  356  of  the 
Public  Health  Service  Act,  and  to  notify 
grantees  of  officials  who  will  serve  as  the 
FDA  program  manager  for  their  grant. 

§  .1.36  Delegation  regarding  issuanee, 
amendment,  or  repeal  of  regulations 
pertaining  to  antibiotie  drugs  for 
human  use. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Dmgs  and  the  Assistant 
Director  for  Regulatory  Affairs  are  au¬ 
thorized  to  perform  all  of  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
under  section  507  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  regarding  the  is¬ 
suance,  amendment,  or  repeal  of  regula¬ 
tions  pertaining  to  antibiotic  drugs  for 
human  use. 

§  3.37  Delegation  regarding  issuance  of 
notices  of  filing  of  petitions  and  no¬ 
tices  of  proposed  rulemaking  pertain¬ 
ing  to  food  standards,  food  additives, 
and  color  additives. 

Thfe  Director  of  the  Bureau  of  Foods  is 
authorized  to  perform  all  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
imder  sections  401,  409,  and  706  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
regarding  the  issuance  of  notices  of  filing 
of  iietltions  and  notices  of  proposed  rule- 
making  pertaining  to  food  standards, 
food  additives,  and  color  additives. 

§  5.38  Delegations  regarding  termina¬ 
tion  of  exemptions  for  new  drugs  for 
investigational  use  in  human  beings, 
in  laboratory  research  animals  or  in 
vitro  tests,  or  in  animals. 

(a)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Drugs  are  authorized 
to  perform  all  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs  with  regard 
to  the  termination  of  exemptiems  for  new 
drugs  for  investigational  use  in  human 
beings  imder  8  312.1  and  in  laboratory 
research  animals  or  in  vitro  tests  under 
8  312.9  of  this  chapter,  except  those 
which  pertain  to  a  biological  product 
subject  to  the  licensing  provisions  of  sec¬ 
tion  351  of  the  Public  Health  Service  Act 
(42  U.S.C.  262).  The  Associate  Director 
and  Deputy  Associate  Director  for  New 
Drug  Evaluation  and  the  Directors  of  the 
Divisions  of:  Anti-Infective  Drug  Prod¬ 
ucts;  Cardlo-Renal  Drug  Products;  Sur¬ 
gical-Dental  Drug  Products;  Metabolism 
and  Endocrine  Drug  Products;  Neuro- 
pharmacological  Drug  Products;  and 
Oncology  and  Radiopharmaceutical  Drug 
Products  of  the  Bureau  of  Drugs  are  au¬ 
thorized  to  notify  sponsors  and  invite 
correction  prior  to  termination  action  on 
such  exemptions. 

(b)  The  Director,  Deputy  Director,  and 
Associate  Director  of  the  Bureau  of  Bio- 
logdcs  are  authorized  to  perform  all  the 
functions  of  the  C)ommissioner  of  Food 
and  Drugs  with  regard  to  the  termina¬ 
tion  of  those  exemptions  for  new  drugs 
for  investigational  use  in  human  beings 
under  8  312.1  and  in  laboratory  research 
animals  or  in  vitro  tests  under  8  312.9  of 
this  chapter  pertaining  to  a  biolofidcal 
product  subject  to  the  licensing  provi¬ 
sions  of  section  351  of  the  Public  Health 
Service  Act  (42  U.S.C.  262) . 


(c)  The  Director  and  Deputy  Director 
of  Uie  Bureau  of  Veterinary  Medicine  are 
authorized  to  perform  all  the  functions 
of  the  Conunissioner  of  Food  and  Drugs 
with  regard  to  the  termination  of  exemp¬ 
tions  for  new  animal  drugs  for  investiga¬ 
tional  use  in  animals  under  8  511.1  of  this 
chapter. 

§  5.39  Delegations  regarding  detention 
of  meat,  poultry,  eggs,  and  related 
produets. 

The  Regional  Food  and  Drug  Directors, 
Deputy  Regional  Food  and  Drug  Direc¬ 
tors,  and  District  Directors  are  author¬ 
ized  to  perform  and  to  designate  other 
officials  to  perform  all  the  functions  of 
the  Commissioner  of  Food  and  Drugs 
under: 

(a)  Section  409(b)  of  the  Federal  Meat 
Inspection  Act  (21  U.S.C.  679(b))  which 
relate  to  the  detention  of  any  carcass, 
part  thereof,  meat,  or  meat  product  of 
cattle,  sheep,  swine,  goats,  or  equines. 

(b)  Section  24(b)  of  the  Poultry  Prod¬ 
ucts  Inspection  Act  (21  U.S.C.  467f(b)) 
which  relate  to  the  detrition  of  any 
poultry  carcass,  part  thereof,  or  poultry 
product. 

(c)  The  Egg  Products  Inspection  Act 
(21  U.S.C.  1031  et  seq.) 

§  5.40  Delegations  regarding  approval 
of  schools  providing  food-processing 
instruction. 

The  Director  and  Deputy  Director  of 
the  Biureau  of  Foods  are  authorized  to 
perform  all  of  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs  under 
8  128b.l0  of  this  chapter  regarding  the 
approval  of  schools  giving  instruction  in 
retort  operations,  processing  systems  op¬ 
erations,  aseptic  processing  and  pack¬ 
aging  systems  operations,  and  container 
closure  inspections. 

§  5.41  Delegations  regarding  issuance  of 
reports  of  minor  violations. 

(a)  The  following  officials  are  author¬ 
ized  to  perform  all  the  functions  of  the 
Commissioner  of  Food  and  Drugs  under 
section  306  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act  regarding  the  Issuance 
of  written  notices  or  warnings : 

(1)  The  Director  and  Deputy  Director 
of  the  Biu*eau  of  Drugs  and  the  Associ¬ 
ate  Director  and  Deputy  Associate  Direc¬ 
tor  for  Compliance  of  that  Bureau. 

(2)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Foods  and  the  Associate 
Director  and  Deputy  Associate  Director 
for  Compliance  of  t^t  Bureau. 

(3)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Veterinary  Medicine 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  that  Bu¬ 
reau. 

(4)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Medical  Devices  and 
Diagnostic  Products  and  the  Director  of 
the  Division  of  Compliance  of  that  Bu¬ 
reau. 

(5)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Biologies,  and  the  Asso¬ 
ciate  Director  and  the  Director  of  the 
Division  of  Ck>mpliance  of  that  Bureau. 

(b)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  perform  an  the  functions 


of  the  Commissioner  of  Food  and  Drugs 
under  section  360C(d)  of  the  Public 
Health  Service  Act  regarding  the  issu¬ 
ance  of  written  notices  or  warnings. 

§  5.42  Delegations  relating  to  granting 
and  withdrawing  variances  from  per¬ 
formance  standards  for  electronic 
products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  grant  and  withdraw  vari¬ 
ances  from  the  provisions  of  perform¬ 
ance  standards  for  electronic  products 
established  in  Subchapter  J  of  this 
chapter. 

§  5.43  Delegations  relating  to  exemp¬ 
tions  from  performance  standards  for 
electronic  products. 

The  Director  of  the  Bureau  of  Radio¬ 
logical  Health  is  authorized  to  exempt 
from  performance  standards  any  elec¬ 
tronic  product  intended  solely  or  pre¬ 
dominantly  for  departments  or  agencies 
of  the  United  States  under  section  358 
(a)  (5)  of  the  Public  Health  Service  Act. 

§  5.44  Delegations  relating  to  testing 
programs  and  methods  of  certifica¬ 
tion  and  identification  for  electronic 
products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  and 
the  Dlrctor  of  the  Division  of  Compli¬ 
ance  of  that  Bureau  are  authorized  to 
review  and  evaluate  industry  testing  pro¬ 
grams  under  section  358(g)  of  the  Public 
Health  Service  Act.  and  to  approve  or 
disapprove  alternate  methods  of  certifi¬ 
cation  and  Identification  and  to  disap¬ 
prove  testing  programs  upon  which 
certification  is  based  under  section 
358(h)  of  the  act. 

§  5.45  Delegations  relating  to  notifica¬ 
tion  of  defects  in,  and  repair  or  re¬ 
placement  of,  electronic  products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  perform  all  Die  functions 
of  the  Commissioner  of  Food  and  Drugs 
relating  to  notification  of  defects  in,  and 
repair  or  replacement  of,  electronic 
products  under  section  359  of  the  Public 
Health  Service  Act  and  under  §S  1003.11, 
1003.22,  1003.31.  1004.2,  1004.3,  1004.4, 
and  1004.6  of  this  chapter.  The  Director 
of  the  Division  of  Compliance  of  the  Bu¬ 
reau  of  Radiological  Health  is  authorized 
to  notify  manufacturers  of  defects  in, 
and  noncompliance  of,  electronic  prod¬ 
ucts  under  section  359(e)  of  the  Public 
Health  Service  Act. 

§  5.46  Delegations  relating  to  manufac¬ 
turer's  resident  import  agents. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radioloidcal  Health  are 
authorized  to  reject  manufacturers’ 
designations  of  resident  import  agents 
pursuant  to  §  1005.25(b)  of  this  chapter. 

§  5.47  Delegations  relating  to  requiring 
manufacturers  to  provide  data  to  ulti¬ 
mate  purchasers  of  electronic  prod¬ 
ucts. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  require  manufacturers  to 
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provide  performance  aiKl  technical  data 
to  the  ultimate  purchaser  of  electronic 
products  under  section  860A(c)  of  the 
Public  Health  Service  Act. 

§  5.48  Dele^tions  relating  to  directing 
dealerfi  and  distributors  of  electronic 
I  products  to  provide  data  to  manufac¬ 
turers. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  and 
the  Director  of  the  Division  of  Compli¬ 
ance  of  that  Bureau  and  the  Regional 
Food  cmd  Drug  Directors  are  authorized 
to  direct  dealers  and  distributors  of  elec¬ 
tronic  products  to  furnish  information 
on  first  purchasers  of  such  products  to 
the  manufacturer  of  the  product  under 
section  360 A (f)  of  the  Public  Health 
Service  Act. 

§  5.49  Delegations  n^lating  to  acceptance 
of  assistance  from  State  and  local  au¬ 
thorities  for  enforcement  of  radiation 
control  legislation  and  regulations. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiolo^cal  Health  are 
authorized  to  accept  assistance  from 
State  and  local  authorities  engaged  in 
activities  related  to  health  or  safety 
or  consumer  protection  on  a  reimburs¬ 
able  basis  or  otherwise,  under  section 
360E  of  the  Public  Health  Service  Act. 

§  5.50  Delegations  regarding  issuance 
and  revocation  of  licenses  for  the 
propagation  or  manufacture  and 
preparation  of  biological  products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Biologies  and  the  Associate 
Director  of  that  Btireau  are  authorized 
to  issue  licenses  under  section  351  of  the 
Public  Health  Service  Act  (42  U.S.C.  262) 
for  propagation  or  manufacture  and 
preparation  of  biological  products  as 
spewed  in  the  act,  and  to  revoke  such 
licenses  at  the  manufacturer’s  request. 

Subpart  C — Organization 

§  5.100  Headquarters. 

The  central  organization  of  the  Food 
and  Drug  Administration  consists  of  the 
following: 

OFTICE  or  THE  COMMISSIONER  ^ 

Commissioner  of  Food  and  Drugs. 

Deputy  Commissioner. 

Administrative  Law  Judge. 

Associate  Commissioner  for  Compliance. 
Hearing  Clerk. 

Associate  Commissioner  for  Medical  Affairs. 
Associate  Commissioner  for  Sclenoe. 

Associate  Commissioner  for  Administration. 
Assistant  Commissioner  for  Public  Affairs. 
Assistant  Commissioner  for  Planning  and 
Evaluation. 

Assistant  Ckunmlssloner  for  Professional  and 
Consumer  Programs. 

bureau  of  biolooice  * 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Virology. 

Division  of  Blood  and  Blood  Products. 
Division  of  Control  Activities. 

Division  of  Pathology. 

Division  of  Bacterial  Products. 


1  Mailing  address:  5600  Fishers  Lane.  Rock¬ 
ville,  MD  20682. 

•  Miuiing  address:  8800  BodcvUle  Pike, 
Bethesda,  MD  20014. 
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BUREAU  OF  DRUGS  ^ 

Office  Of  the  Director. 

Office  of  Planning  and  Evaluation. 

Associate  Director  for  Drug  Monographs. 
Division  of  OTC  Drug  Evaluation. 

Division  of  Biophanxiaceutlcs. 

Division  of  Generic  Drug  Monographs. 
Associate  Director  for  Biometrics  and  Epi¬ 
demiology. 

Division  of  Biometrics. 

Division  of  Poison  Control. 

Division  of  Drug  Experience. 

Associate  Director  for  Compliance. 

Division  of  Methadone  Monitoring. 

Division  of  Drug  Product  QuaUty. 

Division  of  Drug  Labeling  Compliance. 
Division  of  Drug  Manufacturing. 

Associate  Director  for  Pharmaceutical  Re¬ 
search  and  Testing. 

Division  of  Drug  Biology. 

Division  of  Drug  Chemistry. 

National  Center  for  Antibiotics  Analysis. 
National  Center  for  Drug  Analysis. 

Associate  Director  for  New  Drug  Evaluation. 
Division  of  Antl-Infectlve  Drug  Products. 
Division  of  Cardlo-Renal  Drug  Products. 
Division  of  Surgical-Dental  Drug  Products. 
Division  of  Metabolism  and  Endocrine  Drug 
Products. 

Division  of  Neuropharmacologlcal  Drug  Prod¬ 
ucts. 

Division  of  Oncology  and  Radiopharmaceu¬ 
tical  Drug  Products. 

Division  of  Drug  Advertising. 

Associate  Director  for  Information  Systems. 
Division  of  Drug  Information  Resources. 
Division  of  Information  Systems  Design. 
Medical  Library. 

BUREAU  OF  FOODS* 

Office  of  the  Director. 

Associate  Director  for  Compliance. 

Division  of  Regulatory  Guidance. 

Division  of  Compliance  Programs. 

Division  of  Industry  Programs. 

Division  of  Food  and  Color  Additives. 

Associate  Director  for  Sclenoee. 

Division  of  Chemistry  and  Physics. 

Division  of  Toxicology. 

Division  of  Pathology. 

Division  of  Microbiology. 

Division  of  Mathematics. 

Associate  Director  for  Techneflogy. 

Division  of  Food  Technology. 

Division  of  Chemical  Technology. 

Division  of  Color  Technology. 

Division  of  Cosmetics  Technology. 

Associate  Director  for  Nutrition  and  Con¬ 
sumer  Sciences. 

Division  of  Consumer  Studies. 

Division  of  Pood  Service. 

Division  of  Nutrition. 

BUREAU  or  MEDICAI.  DEVICES  AND 
DIAGNOSTIC  PBOOUCTB* 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Diagnostic  Product  Standards  and 
Research. 

Division  of  Medical  Device  Standards  and 
Research. 

Division  of  Classification  and  Scientific 
Evaluatlmi. 

BUREAU  OF  RADIOLOGICAL  HEALTH^ 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Biological  Effects. 

Division  of  Electronic  Products. 

Division  of  Radioactive  Materials  and  Nu¬ 
clear  Medicine. 

Division  of  Training  and  Medical  Applies- 
tiOOS. 


•Maaing  address:  SOO  C  St.  8W.,  Wash¬ 
ington,  D.C.  20204. 
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BUREAU  OF  VETERINART  MEDICINE^ 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  New  Animal  Drugs. 

Division  of  Nutritional  Sciences. 

Division  of  Veterinary  Medlcid  Review. 

Division  of  Veterinary  Research. 

EXECUTIVE  DBECTOR  OF  REGIONAL  OPERATIONS*  * 

Office  of  the  Executive  Director. 

Division  of  Field  Operations. 

Division  of  Planning  and  Analysis. 

Division  of  Federal -State  Relations. 

NATIONAL  CENTER  FOB  TOXICOLOGICAL 
RESEARCH  * 

Office  of  the  Director. 

Office  of  Plans,  Programs,  and  Systems. 
Aseoclate  Director  for  Operations. 

Division  of  Animal  Husbandry. 

Division  of  Diagnostics. 

Division  of  Diet  Preparation. 

Division  of  Facilities  Engineering  and  Main¬ 
tenance. 

Division  of  Chemistry. 

Associate  Director  for  Pathology. 

Division  of  Hlstopathology. 

Division  of  Clinical  Pathology. 

Division  of  Pathology  Research. 

Associate  Director  for  Toxicology. 

Division  of  Acute/Subacute  Studies. 

Division  of  Chronic  Studies. 

Division  of  Teratogenic  Research. 

Division  of  Mutagenic  Research. 

Division  of  Comparative  Pharmacology. 

§  5.105  Chief  Counsel  for  the  Food  and 
Drug  Administration  and  Assistant 
General  Counsel  for  Food  and  Drugs, 
Office  of  General  Counsel,  Depart¬ 
ment  of  Health,  Education,  and  Wel¬ 
fare. 

Chief  Counsel  for  the  Food  and  Drug 
Administration  and  Assistant  (3eneral 
Counsel  for  Food  and  Drugs,  Room  6-57, 
5600  Fishers  Lane,  Rockville,  MD  20852. 

§  5.110  FDA  Public  Records  and  Docu¬ 
ments  Center. 

The  PDA  Public  Records  and  Docu¬ 
ments  CTenter,  HPC-18,  Is  located  In  Rm. 
4-62,  Parldawn  Bldg.,  5600  Fishers  Lane, 
Rockville.  MD  20852,  Telephone:  301- 
443-6310. 

§  5.111  FDA  Hearing  Oerk. 

The  PDA  Hearing  C!lei*,  HPC^20,  is 
located  In  Rm.  4-65,  Parklawn  Building, 
5600  Fishers  Lane.  Rockville,  MD  20852. 
Telephone:  301-443-1753. 

§  5.115  Field  structure. 

Region  I 

Regional  Field  Office:  685  Commercial  Street, 
Boston,  MA  02100. 

District  Office:  685  Commercial  Street,  Bos¬ 
ton.  MA  02100. 

Winchester  Engineering  and  Analytical  Cen¬ 
ter:  100  Holton  Street,  Winchester,  MA 
01800. 

Region  n 

Regional  Field  Office:  850  Third  Avenue, 
Brooklyn,  NT  11232. 

District  Office:  850  Third  Avenue,  Brooklyn, 
NT  11282. 

District  Office:  690  Delaware  Avenue,  Buf¬ 
falo.  NT  14202. 

District  Office:  Room  831,  070  Broad  Street, 
Newark.  NJ  07102. 

District  Office:  Post  Office  Box  S-4427.  San 
Juan  Station,  San  Juan,  PR  00905. 

*  Mailing  address:  Jefferson,  AR  72070. 
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Region  HI 

Regional  Field  Office:  Room  1204,  Second  and 
Qheetnut  Streets,  Philadelphia,  PA  10106. 

District  Office:  Room  1204,  Second  emd  Chest¬ 
nut  Streets,  Philadelphia,  PA  10106. 

District  Office:  000  Madison  Avenue,  Balti¬ 
more,  MD  21201. 

Region  IV 

Regional  Field  Office:  880  West  Peachtree 
Street,  Atlanta,  OA  30300. 

District  Office:  880  West  Peachtree  Street. 
Atlanta,  OA  30300. 

District  Office:  207  Pius  Park  Boulevard, 
Nashville.  TN  37217. 

District  Office:  Post  Office  Box  118,  Orlando, 
FL  32802. 

Region  V 

Regional  Field  Office:  Room  A-1845,  176  West 
Jackson  Boulevard,  Chicago,  IL  60607. 

District  Office:  Room  1222,  433  West  Van 
Buren  Street,  Chicago,  IL  60607. 

District  Office:  1141  Central  Parkway,  Cin¬ 
cinnati,  OH  45202. 

District  Office:  1560  East  Jefferson  Avenue, 
Detroit.  MI  48207. 

District  Office:  240  Hennepin  Avenue,  Min¬ 
neapolis,  MN  65401. 

Minneapolis  Center  for  Microbiological  In¬ 
vestigations:  240  Hennepin  Avenue,  Min¬ 
neapolis,  MN  55401. 

Region  VI 

Regional  Field  Office:  3032  Bryan  Street. 
Dallas,  TX  75204. 

District  Office:  3032  Bryan  Street,  Dallas,  TX 
75204. 

District  Office:  Room  222,  423  Canal  Street, 
New  Orleans,  LA  70130. 

Houston  Section:  Room  413,  201  Fannin 
Street,  Houston,  TX  77002. 

Region  VII 

Regional  Field  Office:  1009  Cherry  Street, 
Kansas  City,  MO  64106. 

District  Office:  1009  Cherry  Street,  Kansas 
City,  MO  64106. 

Region  VIII 

Regional  Field  Office:  721  19th  Street.  US. 
Customhouse,  Denver,  CO  80202. 

District  Office:  721  19th  Street,  U.S.  Custom¬ 
house,  Denver,  CO  80202. 

Region  IX 

Regional  Field  Office:  Room  518,  50  Fulton 
Street,  San  Francisco,  CA  94102. 

District  Office:  Room  618,  60  Fulton  Street, 
San  Francisco,  CA  94102. 

District  Office:  1521  West  Pico  Boulevard,  Los 
Angeles,  CA  90016. 

Region  X 

Regional  Field  Office:  Room  5003,  909  First 
Avenue,  Seattle,  WA  98174. 

District  Office:  Room  5003,  909  First  Avenue, 
Seattle,  WA  98174. 


PART  6— ENVIRONMENTAL  IMPACT 
CONSIDERATIONS 

§  6.4  [.\inended] 

5.  In  Part  6,  by  amending  §  6.4(a)  (2) 
to  change  the  reference  to  “i  2.121’*  to 
read  “Subpart  B  of  Part  5”. 


PART  8— COLOR  ADDITIVES 

6.  In  Part  8  §  8.12  is  revised  to  read  as 
follows: 

§8.12  Advisory  committee  on  the  ap- 
plieability  of  the  antieancer  clause. 

All  requests  for  and  procedures  gov¬ 
erning  any  advisory  ccHnmittee  on  the 


anticancer  clause  shall  be  subject  to  the 
provisions  of  Subpart  D  of  FWrt  2,  and 
particularly  S  S  2.360  through  3.364,  of 
this  chapter. 

§§8.13,8.14  [Revoked]. 

7.  Sections  8.13  and  8.14  are  revoked. 

8.  Sections  8.18  and  8.19  are  revised  to 
read  as  follows: 

§8.18  Petition  for  exemption  from  cer¬ 
tification. 

A  manufactiu:er,  packer,  or  distributor 
of  a  color  additive  or  color  additive  mix¬ 
ture  may  petition  for  an  exemption  from 
certification  ptirsuant  to  Part  2  of  this 
chapter.  Any  such  petition  shall  show 
why  such  certification  is  not  necessary 
for  the  protection  of  public  health. 

§  8.19  Procedure  for  objections  and 
hearings. 

(a)  Objections  and  hearings  relating 
to  color  additive  regulations  under  sec¬ 
tions  706  (b)  and  (c)  of  the  act  shall  be 
governed  by  Part  2  of  this  chapter. 

(b)  The  fees  specified  in  §  8.50  shall 
be  applicable. 

§§8.20,8.21  [Revoked]. 

9.  Sections  8.20  and  8.21  are  revoked. 

10.  Section  8.27  is  amended  by  adding 
a  sentence  at  the  end  of  paragraph  (b) 
to  read  as  follows: 

§  8.27  Ortification. 

•  •  •  •  • 

(b)  •  •  •  Any  person  who  contests 
such  refusal  shall  have  an  opportunity 
for  a  regulatory  hearing  before  the  Food 
and  Drug  Administration  pursuant  to 
Subpart  F  of  Part  2  of  this  chapter. 

11.  Section  8.28(b)  is  revised  to  read 
as  follows: 

§  8.28  Authority  to  refuse  certification 
service. 

*  •  •  •  • 

(b)  Any  person  who  contests  suspen¬ 
sion  of  service  shall  have  an  opportunity 
for  a  regulatory  hearing  before  the  Food 
and  Drug  Administration  piusuant  to 
Subpart  F  of  Part  2  of  this  chapter. 

12.  Section  8.33  is  amended  by  adding 
a  sentence  at  the  end  of  paragraph  (a) 
to  read  as  follows: 

§  8.33  Exemption  of  color  additives  for 
investigational  use. 

(a)  *  •  •  Any  person  who  contests  a 
refusal  to  grant  such  authorization  shall 
have  an  opportunity  for  a  regulatory 
hearing  before  the  Food  and  Drug  Ad¬ 
ministration  piusuant  to  Subpart  F  of 
Part  2  of  this  chapter. 

^  m  m  *  0 


PART  10— DEFINITIONS  AND 
STANDARDS  FOR  FOOD 

13.  In  Part  10,  §  10.2  is  revised  to  read 
as  follows: 

§  10.2  Procedure  for  establishing  a  food 
standard. 

(a)  The  procedure  for  establishing  a 
food  standard  under  section  401  of  the 
act  shall  be  governed  by  Part  2  of  this 
chapter. 


(b)  Any  petition  for  a  food  standard 
shall  show  that  the  proposal  if  adopted, 
would  promote  honesty  and  fair  dealing 
in  the  interest  of  cMxstuners. 

(c)  Any  petition  for  a  food  standard 
shall  assert  that  the  petitioner  commits 
himself  to  substantiate  the  Information 
in  the  petition  by  evidence  in  a  public 
hearing,  if  such  a  hearing  becomes  nec¬ 
essary. 

(d)  If  a  petitioner  fails  to  appear,  or 
to  substantiate  the  information  in  his 
petition,  at  a  public  hearing  on  the  mat¬ 
ter,  the  Commissioner  may  either  (1) 
withdraw  the  regulation  and  terminate 
the  proceeding  or  (2)  if  he  concludes 
that  it  is  in  accordance  with  the  require¬ 
ments  of  section  401  of  the  act,  continue 
the  proceeding  and  introduce  evidence  to 
substantiate  such  information. 

14.  A  new  paragraph  (1)  is  added  to 
§  10.5  to  read  as  follows: 

§  10.5  Temporary  permits  for  interstate 
shipment  of  experimental  packs  of 
food  varying  from  the  requirements 
of  definitions  and  standards  of  iden¬ 
tity. 

•  •  •  •  * 

(1)  Any  person  who  contests  denial, 
modification,  or  revocation  of  a  tempo¬ 
rary  permit  shall  have  an  opportunity  for 
a  regulatory  hearing  before  the  Food  and 
Drtig  Administration  pursuant  to  Sub¬ 
part  F  of  Part  2  of  this  chapter. 


PART  11— STANDARDS  OF  QUALITY  FOR 
FOODS  FOR  WHICH  THERE  ARE  NO 
STANDARDS  OF  IDENTITY 

15.  In  Part  11.  9  11.1(e)  is  revised  to 
read  as  follows: 

§11.1  General  principles. 

0  0  0  0^ 

(e)  The  Commissioner  of  Pood  and 
Drugs,  either  on  his  own  initiative  or 
on  behalf  of  any  interested  person  who 
has  submitted  a  petition,  may  establish, 
amend,  or  repeal,  under  Subpart  B  of 
this  Part,  a  regiilation  prescribing  a 
standard  of  quality  for  a  food  pursuant 
to  Part  2  of  this  chapter. 


PART  80— DEFINITIONS  AND  STANDARDS 
OF  IDENTITY  FOR  FOOD  FOR  SPECIAL 
DIETARY  USES 

16.  In  Part  80.  §  80.1(b)  (4)  is  revised 
to  read  as  follows: 

§  80.1  Dietary  supplements  of  vitamins 
and  minerals;  definition,  identity, 
label  statements. 

0  0  0  0  0 

(b)  •  •  • 

(4)  Addition  to  or  amendment  of  the 
list  of  permissible  combinations  of  vita¬ 
mins  and/or  minerals  contained  in  para¬ 
graph  (b)  (1)  of  this  section  may  be 
proposed  by  the  Commissioner  of  Food 
and  Drugs,  on  his  own  initiative,  or  upon 
petition  by  an  interested  person  pur¬ 
suant  to  Part  2  of  this  chapter.  Any  such 
petition  shaU  Include  scientific  data  of 
a  human  nutritional  and/or  technologi¬ 
cal  nature  to  support  such  addition  or 
amendment  as  being  consistent  with  the 
definition  and  pmpose  of  dietary  sup- 
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plements  as  described  by  this  section. 
The  Commissioner,  upon  request,  may 
extend  the  effective  date  of  this  section 
with  respect  to  any  particular  product 
or  class  of  products  pending  considera¬ 
tion  and  any  administrative  or  court 
proceedings  relating  to  any  such  peti¬ 
tion,  and  may  set  a  new  effective  date 
upon  completion  of  the  matter. 

***** 

PART  90— EMERGENCY  PERMIT  CONTROL 

17,  In  Part  90,  §  90.2(a)  is  revised  to 
read  as  follows: 

§  90.2  Estublin^Iinicnt  of  roquiremenpi 
for  exemption  from  scot  ion  404  of 
die  act. 

(a)  Whenever  the  Commissioner  finds 
after  investigation  that  the  distribution 
in  interstate  commerce  of  any  class  of 
food  may,  by  reason  of  contamination 
with  microorganisms  during  the  manu¬ 
facture,  processing,  or  packing  thereof 
in  any  locality,  be  injurious  to  health, 
and  that  such  Injurious  nature  cannot 
be  adequately  determined  after  such 
articles  have  entered  Interstate  com¬ 
merce,  he  shall  promulgate  regulations 
in  Subpart  B  of  this  part  establishing 
requirements  and  conditions  governing 
the  manufacture,  processing,  or  packing 
of  the  food  necessary  to  protrot  the 
public  health.  Such  regulaticms  may  be 
proposed  by  the  Commissioner  on  his 
own  initiative  or  in  response  to  a  petition 
from  any  Interested  person  pursuant  to 
Part  2  of  this  chapter. 

*  *  •  *  • 


PART  100— NUTRITIONAL  QUALITY 
GUIDELINES  FOR  FOODS 

18,  In  Part  100,  S  100.2  is  revised  to 
read  as  follows: 

§  100.2  Petitions. 

The  Commissioner  of  Food  and  Dnigs, 
on  his  own  initiative,  on  the  advice  of  the 
Naticmal  Academy  of  Sciences  or  other 
experts,  or  <m  behalf  of  any  interested 
person  who  has  submitted  a  petition, 
may  issue  a  proposal  to  issue,  amend,  or 
revoke  a  regulation  prescribing  a  nutri¬ 
tional  quality  guideline  for  a  class  of 
foods,  pursuant  to  Part  2  of  this  chapter. 


PART  102— COMMON  OR  USUAL 
NAMES  FOR  NONSTANDARDIZED  FOODS 

19.  In  Part  102,  §  102.2  is  revised  to 
read  as  follows: 

§  102.2  Petitions. 

(a)  nie  Commissioner  of  Pood  and 
Drugs,  either  on  his  own  initiative  or  on 
behalf  of  any  interested  person  who  has 
submitted  a  petition,  may  publish  a  pro¬ 
posal  to  issue,  amend,  or  revoke,  under 
Subpart  B  of  this  Part,  a  regulation  pre¬ 
scribing  a  common  or  usual  name  for  a 
food,  pxirsuant  to  Part  2  of  this  chapter. 

(b)  If  the  principal  display  pand  ot 
a  food  for  which  a  common  or  usual 
name  regulation  is  established  is  too 
small  to  accommodate  all  mandatory  re¬ 
quirements,  the  Commissioner  may  es¬ 
tablish  by  regulation  an  acceptable  al- 
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iemative,  e.g.,*a  smaller  type  size.  A 
petition  requesting  such  a  regulation, 
which  would  amend  the  applicable  regu¬ 
lation.  shall  be  submitted  pursuant  to 
Part  2  of  this  chapter. 


PART  121— FOOD  ADDITIVES 

20.  In  Part  121,  the  introductory  text 
of  §  121.40(c)  (1)  is  revised  to  read  as 
follows: 

§  121.40  .Affirnialion  of  generally  reeog- 
nized  as  »afc  (CR.\.S)  8talu«>. 

•  •  •  •  • 

(c)  (1)  Persons  seeking  the  affirmation 
of  GRAS  status  of  substances  as  provided 
for  in  §  121.3(e),  except  those  subject  to 
the  NAS-NRC  GRAS  list  survey  (36  PR 
20546) ,  shall  submit  a  petition  for  GRAS 
affirmation  pursuant  to  Part  2  of  this 
chapter.  Such  petition  shall  contain  in¬ 
formation  to  establish  that  the  GRAS 
criteria  as  set  forth  in  §  121.3(b)  have 
been  met,  in  the  following  form: 
***** 

21.  Section  121.41(b)(1)  is  revised  to 
read  as  follows: 

§  121.41  Determination  of  food  additive 
status. 

***** 

(b)  (1)  The  Commissioner,  on  his  own 
initiative  or  on  the  petition  of  any  in¬ 
terested  person,  pursuant  to  Part  2  of 
this  chapter,  may  issue  a  notice  in  the 
Fidiral  Register  proposing  to  determine 
that  a  substance  is  not  GRAS  and  is  a 
food  additive  subject  to  section  409  of 
the  act.  Any  petition  shall  Include  all 
relevant  data  and  Information  of  the 
type  described  in  5  121.74(b).  The  Com¬ 
missioner  will  place  all  of  the  data  and 
information  on  which  he  relies  on  public 
file  in  the  office  of  the  Hearing  CTlerk  and 
will  Include  in  the  Federal  Register 
notice  the  name  of  the  substance,  its 
known  uses,  and  a  summary  of  the  basis 
for  the  determination. 

***** 

22.  Section  121.55  is  revised  to  read  as 
follows: 

§  121.55  Procedure  for  objections  and 
hearings. 

Objections  and  hearings  relating  to 
food  additive  regulations  under  section 
409  (c) ,  (d) ,  or  (h)  of  the  act  shall  be 
governed  by  Part  2  of  this  chapter. 

§§  121.56,  121.57,  121.58,  121.59, 

121.60,  121.61,  121.62,  121.63, 

121.64,  121.65,  121.66,  121.67, 

121.68,  121.69,  121.70,  121.71, 

121.73  [Revoked] 

23.  Sections  121.56,  121.57,  121.58, 

121.59,  121.60,  121.61,  121.62,  121.63, 
121.64,  121.65,  121.66,  121.67,  121.68, 
121.69,  121.70,  121.71,  and  121.73  are 
revok^. 

24.  Section  121.72(b)  is  revised  to  read 
as  follows: 

§  121.72  Adoption  of  regulation  on  ini¬ 
tiative  of  Commissioner. 

#  •  *  *  * 

(b)  Action  upon  a  proposal  made  by 
the  Commissioner  shall  proceed  as  pro¬ 
vided  in  Part  2  of  this  chapter. 


25.  Section  121.74  is  revised  to  read  as 
follows: 

§  121.74  Procedure  for  amending  and 
repealing  tolerances  or  exemptions 
from  tolerances. 

(a)  The  Commissioner,  on  his  own  ini¬ 
tiative  or  on  the  petition  of  any  inter¬ 
ested  person,  pursuant  to  Part  2  of  this 
chapter,  may  propose  the  Issuance  of  a 
regulation  amending  or  repealing  a  regu¬ 
lation  pertaining  to  a  food  additive  or 
granting  or  repealing  an  exception  for 
such  additive. 

(b)  Any  such  petition  shall  include  an 
assertion  of  facts,  supported  by  data, 
showing  that  new  i^ormation  exists  with 
respect  to  the  food  additive  or  that  new 
uses  have  been  developed  or  old  uses 
abandoned,  that  new  data  are  available 
as  to  toxicity  of  the  chemical,  or  that 
experience  with  the  existing  regulation 
or  exemption  may  justify  its  amendment 
or  repeal.  New  data  shall  be  furnished  in 
the  form  specified  in  §  121.51  for  sub¬ 
mitting  petitions. 

26.  The  Introductory  text  of  §  121.4000 

(c)  is  revised  to  read  as  follows: 

§  121.4000  General. 

*  *  *  *  * 

(c)  The  Commissioner,  on  his  own  ini¬ 
tiative  or  on  the  petition  of  any  inter¬ 
ested  person,  pursuant  to  Part  2  of  this 
cluster,  may  propose  an  interim  food 
additive  regulation.  A  final  order  promul¬ 
gating  an  interim  food  additive  regula¬ 
tion  shall  provide  that  continued  use  of 
the  substance  in  food  is  subject  to  each 
of  the  following  conditions: 

***** 


PART  202 — PRESCRIPTION  DRUG 
ADVERTISING 

13.  In  Part  202,  a  new  paragraph  (j) 
(5)  to  §  202.1  is  added  to  read  as  follows: 

§  202.1  Prescription-drug  advertise¬ 
ments. 

***** 

(j)  •  •  • 

(5)  Hie  sponsor  shall  have  an  oppor¬ 
tunity  for  a  regulatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Subpart  F  of  Part  2  of  this 
chapter  with  respect  to  any  determina¬ 
tion  that  prior  approval  is  required  for 
advertisements  concerning  a  particular 
prescription  drug,  or  that  a  particular 
advestisement  is  not  approvable. 
***** 


PART  310— NEW  DRUGS 

13a.  In  Part  310,  5  310.200(b)  to  read  as 
follows: 

§  310.200  Prescciption-exemiitiuii  pm- 
cedure. 

***** 

(b)  Prescription-exemption  procedure 
for  drugs  limited  by  a  new  drug  applica¬ 
tion.  Any  drug  limited  to  prescription 
use  under  section  503(b)(1)(C)  of  the 
act  shall  be  exempted  from  prescrip- 
tion-dLspensing  requirements  when  the 
Commissioner  finds  such  requirements 
are  not  necessary  for  the  protection  of 
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the  public  health  by  reason  of  the  drug’s 
toxicity  or  other  potentiality  for  harm¬ 
ful  effect,  or  the  method  of  its  use,  or  the 
collateral  measures  necessary  to  its  use, 
and  he  finds  that  the  drug  is  safe  and 
effective  for  use  in  self-medication  as 
directed  in  proposed  labeling.  A  proposal 
to  exempt  a  drug  from  the  prescription- 
dispensing  requirements  of  section 
503(b)  (1)  (C)  of  the  act  may  be  initiated 
by  the  Commissioner  or  by  any  inter¬ 
ested  person.  Any  interested  person  may 
file  a  petition  seeking  such  exemption, 
which  petition  may  be  pursuant  to  Part 
2  of  this  chapter,  or  in  the  form  of  a 
supplement  to  an  approved  new  drug 
application. 

•  •  •  *  • 

29.  Section  310.303(b)  is  revised  to 
read  as  follows: 

§  310.303  Continuation  of  long  term 
•tudien,  records,  and  reports  on  cct- 
tain  drnfC*  for  which  new  drug  appli- 
cations  have  been  approved. 

•  •  •  •  • 

(b)  A  proposal  to  require  additional 
or  continued  studies  with  a  drug  for 
which  a  new  drug  application  has  been 
ai^roved  may  be  made  by  the  Commis¬ 
sioner  on  his  own  initiative  or  on  the 
petition  of  any  interested  person,  pur¬ 
suant  to  Part  2  of  this  chapter.  Prior  to 
Issuance  of  such  a  proposal,  the  appli¬ 
cant  will  be  provided  an  opportunity  for 
a  conference  with  representatives  of  the 
Food  and  Drug  Administration.  When 
appropriate.  Investigators  or  other  In- 
dlvldiials  may  be  invited  to  participate 
in  the  conference.  All  requirements  for 
special  studies,  records,  and  reports  will 
be  published  in  §  310.304. 


PART  312— NEW  DRUGS  FOR 
INVESTIGATIONAL  USE 

30.  In  Part  312,  5  312.1  (c)  (1)  and 

(4),  (d),  and  (g)  are  revised  to  read  as 
follows: 

§312.1  Conditions  for  exemption  of  new 
drugs  for  investigational  use. 

•  •  •  •  • 

(c)  (1)  Whenever  the  Pood  and  Drug 
Administration  has  information  indi¬ 
cating  that  an  investigator  has  re¬ 
peatedly  or  deliberately  failed  to  com¬ 
ply  with  the  conditions  of  these  exempt¬ 
ing  regulations  outlined  in  Form  FD- 
1572  or  PD-1573,  set  forth  in  paragraph 
(a)  (12)  and  (13)  of  this  section,  or  has 
submitted  to  the  sponsor  of  the  investi¬ 
gation  false  Information  in  his  Form 
PD-1572  or  PD-1573  or  in  any  required 
report,  the  Director,  Bureau  of  Drugs, 
will  furnish  the  investigator  written  no¬ 
tice  of  the  matter  complained  of  in  gen¬ 
eral  terms  and  offer  him  an  opportxmlty 
to  explain  the  matter  in  an  Informal 
ccmference  and/or  in  writing.  If  an  ex¬ 
planation  is  offered  but  not  accepted  by 
the  Bureau  of  Drugs,  the  Investigator 
shall  have  an  opportunity  for  a  regula¬ 
tory  hearing  before  the  Food  and  Drug 
Adminlstratlcm  pursuant  to  Subpart  F 
of  Part  2  of  this  chapter,  (m  the  question 


of  whether  the  Investigator  is  entitled 
to  receive  investigational  new  drugs. 

•  •  •  •  • 

(4)  If  the  Commissioner  determines, 
after  the  unreliable  data  submitted  by 
the  investigator  are  eliminated  from  con¬ 
sideration,  that  the  data  remaining  are 
Inadequate  to  support  a  conclusion  that 
it  is  reasonably  safe  to  continue  the  in¬ 
vestigation,  he  will  notify  the  sponsor 
who  shall  have  an  opportunity  for  a  reg¬ 
ulatory  hearing  before  the  Food  and 
Drug  Administration  pursuant  to  Sub¬ 
part  F  of  Part  2  of  this  chapter.  If  a 
danger  to  the  public  health  exists,  how¬ 
ever,  he  shall  terminate  the  exemption 
forthwith  and  notify  the  sponsor  of  the 
termination.  In  such  event  the  sponsor 
shall  have  an  opportunity  for  a  regula¬ 
tory  hearing  before  the  Food  and  Drug 
Administration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter  on  the  question  of 
whether  the  exemption  should  be  rein¬ 
stated. 

•  •  *  *  • 

(d)  If  the  Director,  Bureau  of  Drugs, 
finds  that: 

(1)  The  submitted  “Notice  of  claimed 
Investigational  exemption  for  a  new 
drug”  contains  an  untrue  statement  of 
a  material  fact  or  omits  material  infor¬ 
mation  required  by  said  notice;  or 

(2)  The  results  of  prior  investigations 
made  with  the  drug  are  Inadequate  to 
supiK>rt  a  conclusion  that  it  is  reason¬ 
ably  safe  to  initiate  or  continue  the  In¬ 
tended  clinical  investigations  with  the 
drug;  or 

(3)  There  is  substantial  evidence  to 
show  that  the  drug  is  imsafe  for  the 
purposes  and  In  the  manner  for  which 
it  Is  offered  for  investigational  use;  or 

(4)  There  is  convincing  evidence  that 
the  drug  is  ineffective  for  the  purpx>ses 
for  which  it  Is  offered  for  Investigational 
use;  or 

(5)  The  methods,  facilities,  and  con¬ 
trols  used  for  the  manufacturing,  proc¬ 
essing,  and  packing  of  the  Investigational 
drug  are  Inadequate  to  establish  and 
maintain  appropriate  standards  of 
identity,  strength,  quality,  and  purity  as 
needed  for  safety  and  to  give  signifi¬ 
cance  to  clinical  investigations  made 
with  the  drug;  or 

(6)  The  plan  for  clinical  investiga¬ 
tions  of  the  drugs  described  imder  section 
10  of  the  “Notice  of  claimed  investiga¬ 
tional  exemption  for  a  new  drug”  is  not 
a  reasonable  plan  in  whole  or  in  i)art, 
solely  for  a  bona  fide  scientific  investi¬ 
gation  to  determine  whether  or  not  the 
drug  is  safe  and  effective  for  ifse;  or 

(7)  The  clinical  investigations  are 
not  being  conducted  in  accordance  with 
the  plan  submitted  In  the  “Notice  of 
claimed  investigational  exemption  for  a 
new  drug”;  or 

(8)  The  drug  is  not  Intended  solely  for 
Investigational  use,  since  it  is  being  or  is 
to  be  sold  or  otherwise  distributed  for 
commercial  purposes  not  justified  by  the 
requirements  of  the  investigation;  or 

(9)  The  labeling  or  other  informa¬ 
tional  material  submitted  for  the  drug 
as  required  by  section  7  at  the  “Notice 


of  claimed  investigational  exemption  for 
a  new  drug”  or  any  other  labelW  of  the 
drug  disseminated  within  the  United 
States  by  or  on  behalf  of  the  spx>nsor 
fails  to  contain  an  accurate  description 
of  prior  investigations  or  experience  and 
their  results  pertinent  to  the  safety  and 
possible  usefulness  of  the  drug,  including 
all  relevant  hazards,  contraindications, 
side-effects,  and  precautions;  or  any  pro¬ 
motional  materials  disseminated  within 
the  United  States  by  or  on  behalf  of  the 
sponsor  contains  any  representation  or 
suggestion  that  the  drug  is  safe  or  that 
its  usefulness  has  been  established  for 
the  purposes  for  which  it  is  offered  for 
investigations;  or 

(10)  The  sponsor  fails  to  submit  accu¬ 
rate  reports  of  the  progress  of  the  inves¬ 
tigations  with  significant  findings  at 
Intervals  not  exceeding  1  year;  or 

(11)  The  sponsor  fails  promptly  to  in¬ 
vestigate  and  Inform  the  Pood  and  Drug 
Administration  and  all  investigators  of 
newly  f  oimd  serious  or  potentially  serious 
hazards,  contraindications,  side-effects, 
and  precautions  pertinent  to  the  safety 
of  the  new  drug; 

he  shall  notify  the  sponsor  and  invite  his 
immediate  correction  or  explanation.  A 
conference  will  be  arranged  with  the 
Bureau  of  Drugs  if  requested.  If  the 
Bureau  of  Drugs  does  not  accept  the 
explanation  or  the  correction  submitted 
by  the  sponsor,  the  sponsor  shall  have 
an  opportunity  for  a  regulatory  hearing 
before  the  Pood  and  Drug  Administra¬ 
tion  pursuant  to  Subpart  P  of  Part  2  of 
this  chapter  on  the  question  of  whether 
his  exemption  should  be  terminated. 
Such  hearing  shall  be  requested  within 
10  days  after  receipt  of  notification  that 
the  explanation  or  correction  is  not  ac¬ 
ceptable.  After  evaluating  all  the  avail¬ 
able  information  including  any  expla¬ 
nation  and  or  correction  submitted  -by 
the  sponsor,  if  the  Commissioner  de¬ 
termines  that  the  exemption  should  be 
terminated  he  shall  notify  the  sponsor 
of  the  termination  of  the  exemption  and 
the  sponsor  shall  recall  imused  supplies 
of  the  drug.  If  at  any  time  the  Commis¬ 
sioner  concludes  that  continuation  of  the 
Investigation  presents  a  danger  to  the 
public  health,  he  shall  terminate  the 
exemption  forthwith  and  notify  the 
spjonsor  of  the  termination.  The  Com¬ 
missioner  will  Inform  the  sponsor  that 
the  exemption  is  subject  to  reinstate¬ 
ment  on  the  basis  of  additional  submis¬ 
sions  that  eliminate  such  danger  and 
wUl  afford  the  sponsor  an  opportunity 
for  a  regulatory  hearing  before  the  Com¬ 
missioner  pursuant  to  Subpart  F  of  Part 
2  of  this  chapter  on  the  question  of 
whether  the  exemption  should  be  rein¬ 
stated.  The  sponsor  shall  recall  the  xm- 
used  supplies  of  the  drug  upon  notifica¬ 
tion  of  ^e  termination. 

•  •  •  •  # 

(g)  A  “Notice  of  Claimed  Investiga¬ 
tional  Exemption  for  a  New  Drug”  which 
pertains  to  a  product  subject  to  the 
licensing  provisions  of  the  Public  Health 
Service  Act  of  July  1,  1944  (53  Stat.  682, 
as  amended;  42  U.S.C.  201  et  seq.),  shall 
be  submitted  initially  to  the  Director, 
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Bureau  of  Biologies,  8800  Rockville  Pike, 
Bethesda,  MD  20014.  Amendments  of  or 
supplements  to  such  notice,  and  progress 
reports,  consultations,  or  other  commu¬ 
nications  with  regard  to  the  investiga¬ 
tion,  shall  be  directed  to  the  Bureau  of 
Biologies,  which  monitors  the  develop¬ 
ment  of  biological  products  subject  to 
license  under  section  351  of  the  Public 
Health  Service  Act.  A  sponsor  for  a  “No¬ 
tice  of  Claimed  Investigational  Exemp¬ 
tion  for  a  New  Drug”  pertaining  to  such 
biologic  shall  substitute  in  reading  this 
§  312.1  “Bureau  of  Biologies”  for  “Bureau 
of  Drugs,”  wherever  it  appears. 

•  •  *  •  • 

31.  Section  312.9(c)(2)  is  revised  to 
read  as  follows: 

§  312.9  New  drugs  for  investigational 
use  in  laboratory  research  animals  or 
in  vitro  tests. 

•  •  •  •  • 

(c)  •  *  • 

(2)  The  continuance  of  the  investiga¬ 
tion  is  unsafe  or  otherwise  contrary  to 
the  public  interest  or  the  drug  is  used  for 
purposes  other  than  bona  fide  scientific 
investigation.  He  shall  notify  the  sponsor 
and  invite  his  immediate  correction.  If 
the  conditions  of  the  exemption  are  not 
immediately  met,  the  sponsor  shall  have 
an  opportunity  for  a  regulatory  hearing 
before  the  Pood  and  Drug  Administra¬ 
tion  pursuant  to  Subpart  P  of  Part  2  of 
this  chapter.  If  the  exemption  is  termi¬ 
nated.  the  sponsor  shall  recall  or  have 
destroyed  the  unused  supplies  of  the 
drug. 

PART  314 — NEW  DRUG*  APPLICATIONS 

32.  In  Part  314,  §  314.200  is  revised  to 
read  as  follows: 

§  314.200  Notice  of  opportunity  for 
hearing;  notice  of  appearance  and 
request  for  hearing;  grant  or  denial 
of  hearing. 

(a)  The  notice  to  the  applicant,  and 
to  all  other  persons  who  manufacture  or 
distribute  identical,  related,  or  similar 
drug  products  as  defined  in  §  310.6  of  this 
chapter,  of  an  opportunity  for  a  hearing 
on  a  proposal  by  the  Director  of  the 
Bureau  of  Drugs  to  refuse  to  approve  an 
application  or  to  withdraw  the  approval 
of  an  application  will  state  the  reasons 
for  his  action  and  the  grounds  upon 
which  he  proposes  to  issue  his  order. 

(1)  Such  notice  may  be  general  (i.e., 
simply  summarizing  in  a  general  way  the 
information  resulting  in  the  notice)  or 
specific  (i.e.,  either  referring  to  specific 
requirements  in  the  statute  and  regula¬ 
tions  with  which  there  is  a  lack  of  com¬ 
pliance,  or  providing  a  detailed  descrip¬ 
tion  and  analysis  of  the  specific  facts 
resulting  in  ttie  notice) . 

(2)  The  notice  will  be  published  in  the 
Federal  Register  and  will  state  that  the 
applicant,  and  other  persons  subject  to 
the  notice  pursuant  to  §  310.6  of  this 
chapter,  has  30  days  after  the  date  of 
publication  of  the  notice  within  which  he 
is  required  to  file  a  written  notice  of  ap¬ 
pearance  and  request  for  hearing  if  he 
elects  to  avail  himself  of  the  opp>ortunlty 
for  a  hearing.  ITie  failure  to  file  such  a 


written  notice  of  i^pearance  and  request 
for  hearing  within  that  30  days  con¬ 
stitutes  an  election  by  the  applicant,  and 
other  persons  subject  to  the  notice  pur¬ 
suant  to  §  310.6  of  this  chapter,  not  to 
avail  himself  of  the  opportunity  for  a 
hearing. 

(3)  It  is  the  responsibility  of  every 
manufacturer  or  distributor  of  a  drug 
product  to  review  every  notice  of  op¬ 
portunity  for  heating  published  in  the 
Federal  Register  to  determine  whether 
it  covers  any  drug  product  he  manufac¬ 
tures  or  distributes.  Any  person  may  re¬ 
quest  an  opinion  of  the  applicability  of 
such  a  notice  to  a  specific  product  he 
manufactures  or  distributes  that  may  be 
identical,  related,  or  similar  by  writing 
to  the  Food  and  Drug  Administration, 
Bureau  of  Drugs,  Division  of  Drug  Label¬ 
ing  Compliance,  HFD-310,  5600  Fishers 
Lane,  Rockville.  MD  20852.  If  such  an 
opinion  is  requested,  the  time  for  filing 
an  appearance  and  request  for  hearing 
and  supporting  studies  and  analyses 
shall  begin  as  of  the  date  or  receipt  of  the 
opinion  from  the  Food  and  Drug  Ad¬ 
ministration. 

(b)  The  notice  of  opportunity  for 
hearing  shall  be  provided  to  applicants 
and  to  other  persons  subject  to  the  no¬ 
tice  pursuant  to  §  310.6  of  this  chapter: 

(1)  To  any  person  who  has  submitted 
a  new  drug  application,  by  delivering  the 
notice  in  person  or  by  sending  it  by  reg¬ 
istered  or  certified  mail  to  the  last  ad¬ 
dress  shown  in  the  new  drug  application. 

(2)  To  any  person  who  has  not  sub¬ 
mitted  a  new  drug  application  but  who  is 
subject  to  the  notice  pursuant  to  §  310.6 
of  this  chapter,  by  publication  of  the 
notice  in  the  Federal  Register. 

(c)  (1)  If  the  applicant,  or  any  other 
person  subject  to  the  notice  pursuant  to 
§  310.6  of  this  chapter,  elects  to  avail 
himself  of  the  opportunity  for  a  hearing, 
he  shall  file  with  the  Hearing  Clerk  (i) 
within  30  days  after  the  date  of  the  pub¬ 
lication  of  the  notice  (or  of  the  date  of 
refteipt  of  an  opinion  requested  pursuant 
to  paragraph  (a)  (3)  of  this  section)  a 
written  notice  of  appearance  and  request 
for  hearing,  and  (ii)  within  60  days  after 
the  date  of  publication  of  the  notice,  un¬ 
less  a  different  period  of  time  is  specified 
in  the  notice  of  opportunity  for  hearing, 
the  studies  on  which  he  relies  to  justify 
a  hearing  as  specified  in  paragraph  (d) 
of  this  section.  The  raw  data  underlying 
a  study  submitted  may  be  incorporated 
by  reference  from  a  prior  submission  as 
part  of  a  new  drug  application  or  other 
report. 

(2)  No  data  or  analysis  submitted  after 
such  60  days  will  be  considered  in  deter¬ 
mining  whether  a  hearing  is  warranted 
unless  they  are  derived  from  well-con¬ 
trolled  studies  begun  prior  to  the  date  of 
the  notice  of  opportunity  for  hearing,  the 
results  of  which  were  not  in  existence 
during  that  60  days.  Exceptions  may  be 
made  on  the  basis  of  a  showing  of  inad¬ 
vertent  omission  and  hardship.  All 
studies  in  progress,  the  results  of  which 
the  person  requesting  the  hearing  intends 
later  to  submit  in  support  of  the  request 
for  hearing,  shall  be  listed.  A  copy  of  the 
complete  protocol,  a  list  of  the  participat¬ 


ing  investigators,  and  a  brief  status  re¬ 
port  of  the  studies  shall  be  included  in 
the  submission  made  pur^ant  to  para¬ 
graph  (c)  (1)  (ii)  of  this  section. 

(3)  Any  other  interested  person  who 
is  not  subject  to  the  notice  of  opportimlty 
for  hearing  may  also  submit  comments 
on  the  proposal  to  withdraw  approval  of 
the  new  drug  application.  Such  com¬ 
ments  shall  be  submitted  within  the  time 
and  pursuant  to  the  requirements  speci¬ 
fied  in  this  section. 

(d)  A  request  for  hearing  shall  be 
supported  by  a  submission  as  specified  in 
paragraph  (c)  (1)  (ii)  of  this  section  con¬ 
taining  the  studies  (including  all  proto¬ 
cols  and  underlying  raw  data)  on  which 
the  person  relies  to  justify  a  hearing  with 
respect  to  his  drug  product. 

(1)  If  effectiveness  is  at  issue,  a  re¬ 
quest  for  hearing  shall  be  supported  only 
by  adequate  and  well-ontrolled  clinical 
studies  meeting  all  of  the  precise  require¬ 
ments  of  §  314.111(a)  (5)  and,  for  com¬ 
bination  drug  products,  §  300.50  of  this 
chapter,  or  by  other  studies  not  meeting 
those  requirements  for  which  a  waiver 
has  been  previously  granted  by  the  Food 
and  Drug  Administration  pursuant  to  the 
provisions  of  §  314.111(a)  (5) .  All  ade¬ 
quate  and  well-controlled  clinical  studies 
on  the  drug  product  known  to  the  person 
requesting  the  hearing  shall  be  sub¬ 
mitted.  Any  unfavorable  analyses,  views, 
or  judgments  with  respect  to  such  studies 
known  to  such  person  shall  also  be  sub¬ 
mitted.  No  other  data,  information,  or 
studies  shall  be  subimtted. 

(2)  Such  submission  shall  include  a 
factual  analysis  of  all  studies  submitted. 
If  effectiveness  is  at  issue,  such  analysis 
shall  specify  how  each  such  study  ac¬ 
cords,  on  a  point-by-point  basis,  with 
each  criterion  required  for  an  adequate 
well-controlled  clinical  investigation  es¬ 
tablished  in  §  314.111(a)(5)  and,  if  the 
product  is  a  combination  drug  product, 
with  each  of  the  requirements  for  a  com¬ 
bination  drug  established  in  S  300.50  of 
this  chapter,  or  shall  be  accompanied  by 
an  appropriate  waiver  previously  granted 
by  the  Food  and  Drug  Administration.  If 
a  study  deals  with  a  drug  entity  or  dosage 
form,  or  condition  of  use,  or  mode  of  ad¬ 
ministration  other  than  the  one(s)  in 
question,  such  fact(s)  shall  be  clearly 
stated.  Any  study  conducted  on  the  final 
marketed  form  of  the  drug  product  shall 
be  so  designated. 

(3)  Such  analysis  shall  be  submitted 
in  the  following  format,  except  that  the 
required  information  relating  either  to 
safety  or  to  effectiveness  shall  be  (Knitted 
if  the  notice  of  opportunity  for  hearing 
does  not  raise  any  issue  with  respect  to 
that  aspect  of  the  drug;  and  information 
on  compliance  with  S  300.50  shall  be 
omitted  if  the  drug  product  is  not  a  com¬ 
bination  drug  product.  Submissions  not 
made  in  this  format  or  not  containing  the 
required  analyses  will  not  be  considered 
and  will  result  in  denial  of  a  hearing,  ex¬ 
cept  that  minor  technical  deficiencies 
may  be  excused  if  it  is  apparent  that  a 
g<x>d  faith  attempt  has  been  made  to 
comply  with  the  requirements  of  this  sec¬ 
tion  and  any  deficiencies  noted  are  im¬ 
mediately  corrected  upon  request. 
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I.  Safety  data. 

A.  Animal  safety  data. 

1.  Individual  active  component(B) . 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

2.  Combinations  of  the  Individual  active 
components. 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

B.  Human  safety  data. 

1.  Individual  active  component(8) . 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

c.  Documented  case  reports. 

d.  Pertinent  marketing  experiences  that 
may  Influence  a  determination  as  to  the 
safety  of  each  Individual  active  component. 

2.  Combinations  of  the  individual  active 
components. 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

c.  Documented  case  reports. 

d.  Pertinent  marketing  experiences  that 
may  Influence  a  determination  as  to  the 
safety  of  combinations  of  the  Individual  ac> 
tlve  components. 

n.  EUIectlveness  data. 

A.  Individual  active  components:  Control¬ 
led  studies,  with  an  analysis  showing  clearly 
how  each  such  study  satisfles,  on  a  polnt-by- 
polnt  basis,  each  of  the  criteria  required  by 
S  314.111(a)  (6). 

B.  Combinations  of  individual  active  com¬ 
ponents. 

1.  Controlled  studies,  with  an  analysis 
showing  clearly  how  such  study  satisfles,  on 
a  polnt-by-polnt  basis,  eiu:b  of  the  criteria 
required  by  i  314.111(a)  (6), 

2.  An  analysis  showing  clearly  how  each 
requirement  of  {  300.50  of  this  chapter  has 
bden  satisfied. 

m.  A  summary  of  the  data  and  views  set¬ 
ting  forth  the  medical  rationale  and  purpose 
for  the  drug  and  Its  Ingredients  and  the 
scientific  basis  for  the  conclusion  that  the 
drug  and  its  Ingredients  have  been  proven 
safe  and/or  effective  for  the  intended  use.  If 
there  Is  an  absence  of  controlled  studies  In 
the  material  submitted,  or  the  requirements 
of  any  element  of  {  300.50  of  this  chapter  or 
I  314.111  (a)  (5)  have  not  been  fully  met, 
such  fact(s)  shall  be  clearly  stated,  and  a 
waiver  obtained  pursuant  to  §  314.111(a)  (1) 
shall  be  enclosed. 

IV.  A  statement  signed  by  the  person  re¬ 
sponsible  for  such  submission,  that  It  in¬ 
cludes  in  full  (or  Incorporates  by  reference  as 
permitted  In  {  314.200(c)  (2) )  all  studies  and 
Infomaation  si>eclfied  In  I  314.200(d).  (Warn¬ 
ing:  A  willfully  false  statement  is  a  criminal 
offense,  18  U.S.C.  1001). 

(e)  A  notice  of  opportunity  for  hearing 
encompasses  all  issues  relating  to  the 
legal  status  of  the  drug  product(s)  sub¬ 
ject  to  it,  including  identical,  related, 
and  similar  drug  products  as  defined  in 
S  310.6  of  this  chapter.  Any  contention 
that  any  such  product  is  not  a  new  drug 
because  it  is  generally  recognized  as  safe 
and  effective  within  the  meaning  of  sec¬ 
tion  201  (p)  of  the  act,  or  because  it  is 
exempt  from  part  or  all  of  the  new  drug 
provisions  of  the  act  pursuant  to  the 
exemption  for  products  marketed  prior  to 
June  25,  1938,  contained  in  section  201 

(р)  of  the  act,  or  pursuant  to  section  107 

(с)  of  the  Drug  Amendments  of  1962,  or 
for  any  other  reason  shall  be  stated  in  a 
notice  of  appearance  and  request  for 
hearing  pursuant  to  paragraph  (c)(1) 

(1)  of  this  section  and  supported  by  a 


submission  pursuant  to  paragraidi  (c) 
(1)  (11)  of  this  section  and  shall  be  the 
subject  of  an  administrative  determlna- 
ticm  by  the  Commissioner.  The  failure  of 
any  person  subject  to  a  notice  of  oppor- 
tuni^  for  a  hearing,  including  any  per¬ 
son  who  manufactures  or  distributes  an 
identical,  related,  or  simular  drug  prod¬ 
uct  as  defined  in  S  310.6  of  this  chapter, 
to  submit  a  notice  of  appearance  and  re¬ 
quest  for  hearing  or  to  raise  all  such  con¬ 
tentions  on  which  he  relies  shall  con¬ 
stitute  a  waiver  of  any  such  contentions 
not  so  raised. 

(1)  A  contention  that  a  drug  product 
is  generally  recognized  as  safe  and  effec¬ 
tive  within  the  meaning  of  section  201 
(p)  of  the  act  must  be  supported  by  sub¬ 
mission  of  the  same  quantity  and  quality 
of  scientific  evidence  as  is  required  to 
obtain  approval  of  a  new  drug  applica¬ 
tion  for  the  product,  unless  a  waiver  has 
been  obtained  from  such  requirement  for 
effectiveness  (as  provided  in  §  314.111(a) 
(5) )  and  or  safety  for  good  cause  shown. 
Such  submission  shall  be  in  the  format 
and  with  the  analyses  required  by  para¬ 
graph  (d)  of  this  section.  The  failure  to 
submit  such  scientific  evidence  or  a  sub¬ 
mission  that  is  not  in  the  format  or  does 
not  contain  the  analyses  required  by 
paragraph  (d)  of  this  section  shall  con¬ 
stitute  a  waiver  of  any  such  contention, 
(jreneral  recognition  of  safety  and  effec¬ 
tiveness  shall  ordinarily  be  based  upon 
published  studies  which  may  be  corrob¬ 
orated  by  unpublished  studies  and  other 
data  and  Information. 

(2)  A  contention  that  a  drug  product  is 
exempt  from  part  or  all  of  the  new  drug 
provisions  of  the  act  pursuant  to  the 
exemption  for  products  marketed  prior 
to  June  25,  1938  contained  in  section  201 

(р)  of  the  act,  or  pursuant  to  section  107 

(с)  of  the  Drug  Amendments  of  1962, 
shall  be  supported  by  submission  of  evi¬ 
dence  of  past  and  present  quantitative 
formulas,  labeling,  and  evidence  of  mar¬ 
keting,  on  which  reliance  is  made  for 
such  contention.  The  failure  to  submit 
such  formulas,  labeling,  and  evidence  of 
marketing  in  the  following  format  shall 
constitute  a  waiver  of  any  such  conten¬ 
tion. 

I.  Formulation. 

A.  A  copy  of  each  pertinent  document  or 
record  to  establish  the  exact  quantitative 
formulation  of  the  drug  (both  active  and  In¬ 
active  ingredients)  on  the  date  of  initial 
marketing  of  the  drug. 

B.  A  statement  whether  such  formulation 
has  at  any  subsequent  time  been  changed  in 
any  manner.  If  any  such  change  has  been 
made,  the  exact  date,  nature,  and  rationale 
for  each  change  in  formulation,  including 
any  deletion  or  change  in  the  concentration 
of  any  active  ingredient  and/or  inactive  in¬ 
gredient,  shall  be  submitted,  together  with  a 
copy  of  each  pertinent  document  w  record 
to  establish  the  date  and  nature  of  each  such 
change  including  but  not  limited  to  the 
formula  which  resulted  from  each  such 
change.  If  no  such  change  has  been  made,  a 
copy  of  representative  documents  or  records 
showing  the  formula  at  representative  points 
in  time  shall  be  submitted  to  support  the 
statement. 

n.  Labeling. 

A.  A  copy  of  each  pertinent  document  or 
record  to  establish  the  Identity  of  each  item 
of  written,  printed,  or  graphic  matter  used 


aa  labeling  on  the  date  the  drug  was  initially 
marketed. 

B.  A  statement  whether  such  labeling  has 
at  any  subsequent  time  been  discontinued 
or  changed  in  any  manner.  If  such  discon¬ 
tinuance  or  change  has  been  made,  the  ex¬ 
act  date,  nature,  and  rationale  for  each 
discontinuance  or  change  and  a  copy  of  each 
pertinent  document  or  record  to  establish 
each  such  discontinuance  or  change  shall  be 
submitted.  Including  but  not  limited  to  the 
labeling  which  resulted  from  each  such  dis¬ 
continuance  or  change.  If  no  such  discon¬ 
tinuance  or  change  has  been  made,  a  copy 
of  representative  documents  or  records  show¬ 
ing  labeling  at  representative  points  in  time 
shall  be  submitted  to  support  the  statement. 

III.  Marketing. 

A.  A  copy  of  each  pertinent  document  or 
record  to  establish  the  exact  date  the  drug 
was  initially  marketed. 

B.  A  statement  whether  such  marketing 
has  at  any  subsequent  time  been  discon¬ 
tinued.  If  such  marketing  has  been  dis¬ 
continued,  the  exact  date  of  each  such 
discontinuance  shall  be  submitted,  together 
with  a  copy  of  each  pertinent  document  or 
record  to  establish  each  such  date. 

IV.  VeriflcaUon. 

A  statement  signed  by  the  person  respon¬ 
sible  for  such  submission,  that  all  appropri¬ 
ate  records  have  been  searched  and  to  the 
best  of  his  knowledge  and  belief  it  includes 
a  true  and  accurate  presentation  of  the  fact.s 
(Warning:  A  willfully  false  statement  is  a 
criminal  offense.  18  U.S.C.  1001). 

(3)  No  drug  product,  including  any 
active  ingredient,  which  is  identical,  re¬ 
lated,  or  similar,  as  defined  in  §  310.6,  to 
a  drug  product,  including  any  active  in¬ 
gredient  for  which  a  new  drug  applica¬ 
tion  is  or  at  any  time  has  been  effective 
or  deemed  approved,  or  approved  under 
section  505  of  the  set,  will  be  determined 
to  be  exempt  from  part  or  all  of  the  new 
drug  provisions  of  the  act. 

(4)  A  contention  that  a  drug  product 
is  not  a  new  drug  for  any  other  reason 
must  be  supported  by  submission  of  such 
factual  records,  data,  and  Infonhation 
as  is  necessary  and  appropriate  to  sup¬ 
port  such  contention. 

(5)  It  is  the  responsibility  of  every 
person  who  manufactures  or  distributes 
a  drug  product  in  reliance  upon  a 
“grandfather”  provision(s)  of  the  act  to 
maintain  in  his  files,  organized  as  re¬ 
quired  by  this  paragraph,  the  data  and 
information  necessary  fully  to  document 
and  support  such  status. 

(f)  Upon  receipt  of  any  request  for 
hearing,  the  Director  of  the  Bureau  of 
Drugs  shall  prepare  an  analysis  of  the 
request  and  a  proposed  order  ruling  upon 
the  matter.  The  analysis  and  proposed 
order,  the  request  for  hearing,  and  any 
proposed  order  denying  a  hearing  and  re¬ 
sponse  pursuant  to  paragraph  (g)  (2) 
or  (3)  of  this  section,  shall  be  sub¬ 
mitted  to  the  office  of  the  Commis¬ 
sioner  for  Independent  review  and  de¬ 
cision.  No  representative  of  the  Bureau 
of  Drugs  shall  participate  or  advise  in 
the  review  and  decision  by  the  Commis¬ 
sioner.  The  office  of  the  (general  Counsel 
shall  observe  the  same  separation  of 
functions. 

(g)  A  request  for  a  hearing  may  not 
rest  upon  mere  allegations  or  denials, 
but  must  set  forth  specific  facts  showing 
that  there  is  a  genuine  and  substantial 
issue  of  fact  that  requires  a  hearing  with 
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respect  to  the  partictUar  drug  product  (s) 
specified  in  the  request  for  hearing. 

(1)  Where  a  specific  notice  of  op¬ 
portunity  for  hearing  as  defined  in 
paragraph  (a)(1)  of  this  section)  is 
used,  it  shall  state  that,  if  it  conclusively 
appears  frtun  the  face  of  the  data,  in¬ 
formation,  and  factual  analyses  in  the 
request  for  the  hearing  that  there  is  no 
genuine  and  substantial  issue  of  fact 
which  precludes  the  refusal  to  approve 
the  application  or  the  withdrawal  of  ap¬ 
proval  of  the  application,  e.g.,  no  ade¬ 
quate  and  well-controlled  clinical  in¬ 
vestigations  meeting  each  of  the  precise 
elements  of  §  314.111(a)  (5)  and,  for  a 
combination  drug  product,  §  300.50  of 
this  chapter,  shoving  effectiveness  have 
been  identified,  or  when  a  request  for 
hearing  is  not  made  in  the  required  for¬ 
mat  or  with  the  required  analyses, 
the  Commissioner  will  enter  summary 
judgment  against  the  person(s)  who  re¬ 
quests  the  hearing,  making  findings  and 
conclusions,  denying  a  hearing.  Any  such 
order  entering  summary  judgment  shall 
set  forth  the  Commi^ioner’s  findings 
and  conclusions  in  detail  and  shall  spec¬ 
ify  why  each  study  submitted  fails  to 
meet  the  requirements  of  the  statute  and 
regulations  or  why  the  request  for  hear¬ 
ing  does  not  raise  a  genuine  and  sub¬ 
stantial  issue  of  fact  or  shall  specify  the 
requirements  of  this  section  with  respect 
to  format  or  analyses  with  which  there 
is  a  lack  of  compliance. 

(2)  Where  a  general  notice  of  oppor¬ 
tunity  for  hearing  (as  defined  in  para¬ 
graph  (a)  (1)  of  this  section)  is  used 
and  the  Director  of  the  Bureau  of  Drugs 
concludes  that  siunmary  judgment 
against  the  person  (s)  requesting  a  hear¬ 
ing  should  be  considered,  he  shall  serve 
upon  such  p)erson(s)  by  registered  mail 
a  proposed  order  denying  a  hearing. 
Such  person  (s)  shall  have  60  days  after 
receipt  of  such  proposed  order  to  re¬ 
spond  with  sufficient  data,  information, 
and  analyses  to  demonstrate  that  there 
is  a  genuine  and  substantial  issue  of  fact 
which  justifies  a  hearing. 

(3)  Where  a  general  or  specific  notice 
of  opportunity  for  hearing  is  used  and 
the  p)erson(s)  requesting  a  hearing  sub¬ 
mits  data  or  information  of  a  typo  re¬ 
quired  by  the  statute  and  regulations, 
and  the  Director  of  the  Bureau  of  Drugs 
concludes  that  summary  judgment 
against  such  porson(s)  should  be  con¬ 
sidered,  he  shall  serve  upon  such  por- 
son(s)  by  registered  mail  a  proposed 
order  denying  a  hearing.  Such  porsonts) 
shall  have  60  days  after  receipt  of  such 
propxoed  order  to  respond  with  sufficient 
date,  information,  and  analyses  to  dem¬ 
onstrate  that  there  is  a  genuine  and  sub¬ 
stantial  issue  of  fact  which  justifies  a 
hearing. 

(4)  If  review  of  the  date,  information, 
and  analyses  submitted  warrants  the 
conclusion  that  the  ground(s)  cited  in 
the  notice  are  not  valid,  e.g.,  that  sub¬ 
stantial  evidence  of  effectiveness  exists, 
the  Cmnmissioner  shall  deny  the  hear¬ 
ing,  enter  summary  Judgment  for  the 
f)erson(s)  requesting  the  hesudng,  and 
rescind  the  notice  of  opportunity  for 
hearing. 


(5)  If  a  hearing  is  requested  and  is 
justified  the  hearing  will  commence  no 
more  than  90  days  after  the  expiration  of 
such  30  days  unless  the  parties  otherwise 
agree  in  the  case  of  denial  of  approval, 
and  as  soon  as  practicable  in  the  case 
of  withdrawal  of  approval. 

(6)  A  hearing  shall  be  granted  if  there 
exists  a  genuine  and  substantial  issue  of 
fact  or  if  the  Commissioner  concludes,  in 
his  discretion,  that  a  hearing  would 
otherwise  be  in  the  public  interest. 

(7)  If  the  manufacturer  or  distributor 
of  a  drug  product  that  may  be  an  identi¬ 
cal,  related,  or  similar  drug  product  re¬ 
quests  and  is  granted  a  hearing,  the  issue 
whether  the  product  is  in  fact  identical, 
related,  or  similar  to  the  drug  subject 
to  new  drug  application  is  prop>erly  en¬ 
compassed  within  the  hearing. 

(8)  A  request  for  hearing,  and  any 
subsequent  grant  or  denial  of  a  hearing, 
shall  be  applicable  only  to  the  particular 
drug  product(s)  named  in  such  docu¬ 
ments. 

(h)  Any  drug  product  subject  to  a 
notice  of  opportunity  for  hearing,  in¬ 
cluding  any  identical,  related,  or  similar 
drug  product  as  defined  in  §  310.6  of  this 
chapter,  for  which  an  opportunity  for  a 
hearing  is  waived  or  for  which  a  hearing 
is  denied  shall  promptly  be  the  subject 
of  a  notice  withdrawing  the  new  drug 
application  approval  and  declaring  all 
such  products  unlawful.  Tlie  Commis¬ 
sioner  may,  in  his  discretion,  defer  or 
stay  such  action  ponding  a  ruling  on  any 
related  request  for  a  hearing  or  ponding 
any  related  hearing  or  other  administra¬ 
tive  or  judicial  proceeding. 

33.  A  new  S  314.201  is  added  to  read  as 
follows: 

§  314.201  Procedure  for  hearings. 

Hearings  relating  to  new  drugs  under 
section  505  (d)  and  (e)  of  the  act  shall 
be  governed  by  Part  2  of  this  chapter. 

§§314.202,  314.203,  314.204,  314.205, 
314.206,  314.220,  314.221,  314.222, 
314.230,  314.231,  314.232  [Re- 
voked ] . 

34.  Sections  314.202,  314.203,  314.204, 
314.205,  314.206,  314.220,  314.221,  314.222, 
314.230,  314.231  and  314.232  are  revoked. 

35.  Srotion  314.235  is  revised  to  read  as 
follows: 

§  314.235  Judicial  review. 

(a)  The  transcript  and  record  shall  be 
certified  by  the  Commissioner.  In  any 
case  in  which  the  Commissioner  enters 
an  order  without  a  hearing  pursuant  to 
S  314.200(g) ,  the  requests  for  hearing  to¬ 
gether  with  the  date  and  Information 
submitted  and  the  Commissioner’s  find¬ 
ings  and  conclusions  shall  be  included  in 
the  record  certified  by  the  Commissioner. 

(b)  Judicial  review  of  an  order  with¬ 
drawing  apiproval  of  a  new  drug  applica¬ 
tion.  whether  or  not  a  hearing  has  been 
held,  may  be  sought  by  a  manufacturer 
or  distributor  of  an  Identical,  related,  or 
similar  drug  product,  as  defined  in 
S  310.6  of  this  chapter,  in  a  United  States 
court  of  app)eals  pursuant  to  section  505 
(h)  of  the  act. 


PART  328— IN  VITRO  DIAGNOSTIC 
PRODUCTS  FOR  HUMAN  USE 

36.  In  Part  328,  §  328.30(a)  is  revised 
to  read  as  follows: 

§  328.30  Procedure  for  establishing, 

amending  or  repealing  standards. 

(a)  Basis  for  standards  and  available 
approaches  to  developing  standards. 
Whenever  in  the  judgment  of  the  Com¬ 
missioner  the  establishment  of  a  product 
class  standard  is  necessary  to  reduce  or 
eliminate  unreasonable  risk  of  illness  or 
injury  associated  with  expjosure  to  or  use 
of  an  in  vitro  diagnostic  product  and 
there  are  no  other  more  practicable 
means  to  protect  the  public  from  such 
risk,  he  may  propx>se  such  a  standard.  In 
proposing  a  product  class  standard  he 
shall  consider,  and  publish  in  the  Fed¬ 
eral  Register  findings  on,  the  degree  of 
risk  or  injury  associated  with  the  use  of 
the  product,  the  availability  of  informa¬ 
tion  relating  to  the  sciences  upx>n  which 
the  products  or  their  uses  are  based,  the 
approximate  number  of  products  subject 
to  the  standard,  the  medical  need  for  the 
products,  and  the  probable  effect  of  the 
standard  upx>n  the  utility,  cost,  or  avail¬ 
ability  of  the  product,  and  available 
means  of  achieving  the  objective  of  the 
standard  with  a  minimal  disruption  of 
supply  and  of  reasonable  manufacturing 
and  other  commercial  practices.  Three 
procedures  are  available  for  developing 
product  class  standards  and  may  be  pro- 
px>sed  on  the  initiative  of  the  (Commis¬ 
sioner  or  by  pietition  of  interested  pier- 
sons,  pursuant  to  Part  2  of  this  chapter: 

(1)  An  existing  standard  may  be  utilized, 

(2)  interested  persons  outside  of  the  Food 
and  Drug  Administration  may  develop  a 
proposed  standard  or  (3)  the  Pood  and 
Drug  Administration  may  develop  the 
standard. 

•  «  «  •  ♦ 


PART  330— OVER-THE-COUNTER  (OTC) 
HUMAN  DRUGS  WHICH  ARE  GENER¬ 
ALLY  RECOGNIZED  AS  SAFE  AND  EF¬ 
FECTIVE  AND  NOT  MISBRANDED 

37.  In  Part  330,  §  330.10(a)  (11)  is  re¬ 
vised  to  read  as  follows : 

§  330.10  Procedure*  for  classifying  OTC 
drugs  as  generally  recognized  as  safe 
and  effective  and  not  misbranded, 
and  for  establishing  monographs. 

•  •  •  •  • 

(a)  •  •  • 

(11)  Amendment  of  monographs.  The 
Commissioner  may  propxise  on  his  own 
initiative  to  amend  or  repieal  any  mono¬ 
graph  established  pursuant  to  this  sec¬ 
tion.  Any  interested  pierson  may  pietl- 
tlon  the  Commissioner  for  such  propx>sal, 
pursuant  to  Part  2  of  this  chapter.  The 
Commissioner  may  deny  the  pietition  if 
he  finds  a  lack  of  safety  or  effectiveness 
employing  the  standards  in  paragraph 
(a)  (4)  of  this  sectitm  (in  which  case  the 
appieal  provisions  of  paragraph  (a)  (10) 
of  this  section  shall  apply)  or  he  may 
issue  a  proposed  amendment  or  repeal 
In  the  Federal  Register  If  he  finds  gen¬ 
eral  recognition  of  safety  and  effective¬ 
ness  employing  the  standards  In  para- 
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graph  (a)  (4)  of  this  section  (in  which 
case  the  provisions  of  paragraph  (a) 
(6) ,  (7) .  (8) ,  and  (9)  of  this  section  shall 
apply).  A  new  drug  application  may  be 
submitted  in  lieu  of  or  in  addition  to  a 
petition  imder  this  paragraph. 

•  •  •  *  • 


PART  429— DRUGS  COMPOSED  WHOLLY 
OR  PARTLY  OF  INSULIN 

38.  In  Part  429,  §  429.50  is  revised  to 
read  as  follows: 

§  429.50  Hearing  procedure. 

Hearings  pursuant  to  §  429.47  shall  be 
governed  by  Subpart  F  of  Part  2  of  this 
chapter. 


PART  430— ANTIBIOTIC  DRUGS: 

GENERAL 

39.  In  Part  430,  §  430.20  is  revised  to 
read  as  follows: 

§  430.20  Pr€>cedure  for  the  issuance, 
amendment,  or  repeal  of  regulations. 

(a)  The  procedmes  for  the  Issuance, 
amendment,  or  repeal  of  regulations  im¬ 
der  section  507  of  the  act  shall  be  gov¬ 
erned  by  Part  2  of  this  chapter. 

(b)  (1)  The  Commissioner,  on  his  own 
initiative  or  on  the  application  or  request 
of  any  interested  person,  may  publish  in 
the  Federal  Register  a  notice  of  pro¬ 
posed  rule  making  and  order  to  issue, 
amend,  or  repeal  any  regulation  con¬ 
templated  by  section  507  of  the  act.  Such 
notice  and  order  may  be  general  (i.e., 
simply  summarizing  in  a  general  way  the 
Information  resulting  in  the  notice  and 
order)  or  specific  (i.e.,  either  referring  to 
specific  requirements  in  the  statute  and 
regulations  with  which  there  is  a  lack  of 
compliance,  or  providing  a  detailed  de¬ 
scription  and  analysis  of  the  sp>ecific 
facts  resulting  in  the  notice  and  order) . 

(2)  An  opportunity  shall  be  given  for 
interested  persons  to  submit  written 
comments  and  to  requ^t  an  informal 
conference  on  the  proposal,  unless  such 
notice  and  opportunity  for  comment  and 
informal  conference  have  already  been 
provided  In  connection  with  the  an¬ 
nouncement  of  the  reports  of  the  Na¬ 
tional  Academy  of  Sclences-National 
Research  Council,  Drug  EfBc£u;y  Study 
Group,  to  persons  who  will  be  adversely 
affected,  or  as  provided  in  S§  2.10(e)  or 
2.110(b)  (2)  of  this  chapter.  The  time  for 
requesting  an  informal  conference  shall 
be  30  days  unless  otherwise  specified  In 
the  notice  of  proposed  rule  making.  If 
an  informal  conference  is  requested  and 
granted,  those  persons  participating  in 
the  conference  shall  be  provided  an  addi¬ 
tional  30  days  for  comment,  beginning 
the  date  of  the  conference,  unless  other¬ 
wise  specified  in  the  proposal. 

(3)  It  is  the  responsibility  of  every 
manufacturer  or  distributor  of  an  anti¬ 
biotic  drug  product  to  review  every  pro¬ 
posal  published  in  the  Federal  Register 
to  determine  whether  it  covers  any  prod¬ 
uct  he  manufactures  or  distributes. 

(4)  After  considering  the  written  com¬ 
ments,  the  results  of  any  conference,  and 
the  data  available,  the  Commissioner  will 
publish  an  order  in  the  Federal  Register 


acting  on  the  proposal,  with  opportunity 
for  any  person  who  will  be  adversely  af¬ 
fected  to  file  objections,  to  request  a 
hearing,  and  to  show  reasonable  grounds 
for  the  hearing.  Any  such  person  who 
elects  to  avail  himself  of  the  opportunity 
for  a  hearing  shall  file  with  the  Hearing 
Clerk  (1)  within  30  days  after  the  date 
of  publication  of  the  order  a  written  no¬ 
tice  of  appearance  and  request  for  hear¬ 
ing.  and  (li)  within  60  days  after  the 
date  of  publication  of  the  order,  unless 
a  different  period  of  time  is  specified  in 
the  order,  the  studies  on  which  he  relies 
to  Justify  a  hearing  as  specified  in  para¬ 
graph  (b)(6)  of  this  section.  The  raw 
data  underlying  a  study  submitted  may 
be  Incorporated  by  reference  from  a  prior 
submission  as  part  of  an  antibiotic  ap¬ 
plication,  or  other  applications  or  re¬ 
ports. 

(5)  No  data  or  analysis  submitted  after 
such  60  days  will  be  considered  in  de¬ 
termining  whether  a  hearing  is  war¬ 
ranted  unless  they  are  derived  from  well- 
controlled  studies  begim  prior  to  the 
date  of  the  order,  the  results  of  which 
were  not  in  existence  during  that  60  days. 
Exceptions  may  be  made  on  the  basis  of 
a  showing  of  inadvertent  omission  and 
hardship.  All  studies  in  progress,  the 
results  of  which  the  person  requesting 
the  hearing  intends  later  to  submit  in 
support  of  the  request  for  hearing,  shall 
be  listed.  A  copy  of  the  complete  proto¬ 
col,  a  list  of  the  participating  investiga¬ 
tors,  and  a  brief  status  report  of  the 
studies  shall  be  included  in  the  submis¬ 
sion  made  pursuant  to  paragraph  (b)  (4) 
(ii)  of  this  section. 

(6)  A  request  for  hearing  shall  be  sup¬ 
ported  by  a  submission  as  specified  in 
§  314.200(c)  (1)  (ii)  of  this  chapter  con¬ 
taining  the  studies  (including  all  under¬ 
lying  raw  data)  on  which  the  person 
relies  to  justify  a  hearing  with  respect 
to  his  drug  product. 

(1)  If  effectiveness  is  at  issue,  a  request 
for  hearing  shall  be  supported  only  by 
adequate  and  well-controlled  clinical 
studies  meeting  all  of  the  precise  require¬ 
ments  of  {  314.111(a)(5)  of  this  chapter 
and,  for  combination  drug  products, 
S  300.50  of  this  chapter,  or  by  other  stud¬ 
ies  not  meeting  those  requirements  for 
which  a  waiver  has  been  previously 
granted  by  the  Food  and  Drug  Adminis¬ 
tration  pursuant  to  the  provisions  of 
8  314.111(a)  (5)  of  this  chapter.  All  ade¬ 
quate  and  well-controlled  clinical  stud¬ 
ies  on  the  drug  product  known  to  the 
person  requesting  the  hearing  shall  be 
submitted.  Any  unfavorable  analyses, 
views,  or  judgments  with  respect  to  such 
studies  known  to  such  person  shall  also 
be  submitted.  No  other  data.  Information, 
or  studies  shall  be  submitted. 

(ii)  Such  submission  shall  include  a 
factual  analysis  of  all  studies  submitted. 
If  effectiveness  Is  at  issue,  such  analysis 
shall  specify  how  each  such  study  ac¬ 
cords,  on  a  point-by-polnt  basis,  with 
each  criterion  required  for  an  adequate 
and  well-controlled  clinical  investigation 
established  in  8  314.111(a)(5)  of  this 
chapter  and,  if  the  product  is  a  combina¬ 
tion  drug  product,  with  each  of  the  re¬ 
quirements  for  a  combination  drug  es¬ 


tablished  in  8  300.50  of  this  chapter,  or 
shall  be  accompanied  by  an  appropriate 
waiver  previously  granted  by  the  Food 
and  Diug  Administration.  If  a  study 
deals  with  a  drug  entity  or  dosage  form, 
or  condition  of  use,  or  mode  of  adminis¬ 
tration  other  than  the  one(s)  in  question, 
such  fact(8)  shall  be  clearly  stated.  Any 
study  conducted  on  the  final  marketed 
form  of  the  drug  product  shall  be  so 
designated. 

(iii)  Such  analysis  shall  be  submitted 
in  the  following  format,  except  that  in¬ 
formation  relating  to  safety  or  effec¬ 
tiveness  shall  be  omitted  if  the  order  does 
not  raise  any  issue  with  respect  to  that 
aspect  of  the  drug;  and  information  on 
compliance  with  8  300.50  of  this  chapter 
shall  be  omitted  if  the  drug  product  is 
not  a  combination  drug  product.  Sub¬ 
missions  not  made  in  this  format  or  not 
containing  the  required  analyses  will  not 
be  considered  and  will  result  in  denial 
of  hearing,  except  that  minor  technical 
deficiencies  may  be  excused  if  it  is  ap¬ 
parent  that  a  good  faith  attempt  has 
been  made  to  comply  with  the  require¬ 
ments  of  this  section  and  any  deficiencies 
noted  are  immediately  corrected  upon 
request. 

I.  Safety  data. 

A.  Animal  safety  data. 

1.  Individual  active  component (s) . 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

2.  Combinations  of  the  individual  active 
components. 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

B.  Human  safety  data. 

1.  Individual  active  component  (s) . 

a.  ControUed  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

c.  Dociunented  case  reports. 

d.  Pertinent  marketing  experiences  that 
may  Influence  a  determination  as  to  the 
safety  of  each  individual  active  component. 

2.  Combinations  of  the  Individual  active 
components. 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

c.  Documented  case  reports. 

d.  Pertinent  marketing  experiences  that 
may  Influence  a  determination  as  to  the 
safety  of  combinations  of  the  individual 
active  components. 

n.  Effectiveness  data. 

A.  Individual  active  components;  Con¬ 
trolled  studies,  with  an  analysis  showing 
clearly  how  each  such  study  satisfies,  on  a 
polnt-by-point  basis,  each  of  the  criteria  re¬ 
quired  by  1314.111(a)(6)  of  this  chapter. 

B.  Combinations  of  individual  active 
components. 

1.  Controlled  studies  with  an  analysis 
showing  clearly  how  each  such  study  satis¬ 
fies,  on  a  polnt-by-polnt  basis,  each  of  the 
criteria  required  by  1314.111(a)(5)  of  this 
chapter. 

2.  An  analysis  showing  clearly  how  each 
requirement  of  §  300.50  of  this  chapter  has 
been  satisfied. 

ni.  A  summary  of  the  data  and  views 
setting  forth  the  medical  rationale  and  pur¬ 
pose  for  the  drug  and  its  ingredients  and 
the  scientific  basis  for  the  conclusion  that 
the  drug  and  its  ingredients  have  been 
proven  safe  and/m*  effective  for  the  Intended 
use.  If  there  Is  an  absence  of  controlled 
studies  in  the  material  submitted,  or  the  re- 
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qulrements  of  any  element  of  {  300.50  of  this 
chapter  or  !  314.111(a)  (5)  of  this  chapter 
have  not  been  fully  met.  such  fact(s)  shall 
be  clearly  stated,  and  a  waiver  obtained 
pursuant  to  f  314.111(a)  (S)  of  this  chapter 
shall  be  enclosed. 

IV.  A  statement  signed  by  the  person 
responsible  for  such  submission,  that  It  ln> 
eludes  in  full  (or  incorporates  by  reference 
as  i>ermitted  In  f  430.30(b)  (4) )  all  studies 
and  Information  specified  in  1430.20(b). 
(Warning;  A  willfully  false  statement  is  a 
criminal  offense.  18  US.C.  1001.) 

(7)  Upon  receipt  of  any  request  for 
hearing,  the  Director  of  the  Bureau  of 
Drugs  shall  prepare  an  analysis  of  the 
request  and  a  proposed  order  ruling  upon 
the  matter.  Hie  analysis  and  proposed 
order,  the  request  for  hearing,  and  any 
proposed  order  denying  a  hearing  and 
response  pursuant  to  paragraph  (b)  (8) 

(ii)  or  (iii)  of  this  section,  shall  be  sub¬ 
mitted  to  the  office  of  the  Commissioner 
for  independent  review  and  decision.  No 
representatve  of  the  Bureau  of  Drugs 
shall  participate  or  advise  in  the  review 
and  decision  by  the  Commissioner.  The 
office  of  the  General  Counsel  shall  ob¬ 
serve  the  same  s^aration  of  functions. 

(8)  A  request  for  a  hearing  may  not 
rest  upon  mere  allegations  or  denials,  but 
must  set  forth  specific  facts  showing  that 
there  is  a  genuine  and  substantial  issue 
of  fact  with  respect  to  the  particular 
drug  product(s)  which  is  specified  in  the 
request  for  hearing  that  requires  a 
hearing. 

(1)  Where  a  specific  proposal  or  order 
(as  defined  in  paragraph  (b)(1)  of  this 
section)  is  used,  the  order  published  in 
the  Federal  Register  shall  state  that,  if 
it  conclusively  appears  from  the  face  of 
the  data,  information,  and  factual 
analyses  in  the  request  for  hearing  that 
there  is  no  genuine  and  substantial  issue 
of  fact  which  precludes  the  action  taken 
on  the  proposal,  e.g.,  no  adequate  and 
well-controlled  clinical  investigations 
meeting  each  of  the  precise  elements  of 
S  314.111  (a)  (5)  of  this  chapter  and,  for 
a  combination  drug  product.  §300.50  of 
this  chapter,  showing  effectiveness  have 
been  Identified,  or  when  a  request  for 
hearing  is  not  made  in  the  required  for¬ 
mat  or  with  the  required  analyses, 
the  Commissioner  will  enter  summary 
judgment  against  the  person (s)  who  re¬ 
quests  a  hearing,  making  findings  and 
conclusions,  denying  a  hearing.  Any  such 
order  entering  summary  judgm^t  shall 
set  forth  the  Commissioner’s  findings 
and  conclusicHis  in  detail  and  shall  spe¬ 
cify  why  each  study  submitted  fails  to 
meet  the  requirements  of  the  statute  and 
regulations  or  why  the  request  for  hear¬ 
ing  otherwise  does  not  raise  a  genuine 
and  substantial  issue  of  fact  or  shall 
specify  the  requirements  of  this  para¬ 
graph  with  respect  to  format  or  an^yses 
with  which  there  is  a  lack  of  compliance. 

(ii)  Where  a  general  notice  or  order 
(as  defined  In  paragraph  (b)  (1)  of  this 
section)  is  used  and  the  Director  of  the 
Bureau  of  Drugs  concludes  that  summary 
judgment  against  the  person  (s)  request¬ 
ing  a  hearing  should  be  considered,  he 
Shan  serve  upon  such  personCs)  by  reg¬ 
istered  mall  a  proposed  order  denying  a 
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hearing.  Such  person  (s)  sliall  have  60 
days  after  receipt  of  such  proposed 
order  to  respond  with  sufficient  data,  in¬ 
formation  and  analyses  to  demonstrate 
that  there  is  a  genuine  and  substantial 
issue  of  fact  which  justifies  a  hearing. 

(iii)  Where  a  general  or  specific  notice 
or  order  is  used  and  the  person(s)  re¬ 
questing  a  hearing  submits  data  or  infra*- 
mation  of  a  t3i>e  required  by  the  statute 
and  regulations,  and  the  Director  of  the 
Bureau  of  Drugs  concludes  that  summary 
judgment  against  such  person(s)  should 
be  considered,  he  shall  serve  upon  such 
person  (s)  by  registered  mail  a  proposed 
order  denying  a  hearing.  Such  person(s) 
shall  have  60  days  after  receipt  of  such 
proposed  order  to  respond  with  sufficient 
data,  information,  and  analyses  to  dem¬ 
onstrate  that  there  is  a  genuine  and  sub¬ 
stantial  issue  of  fact  which  justifies  a 
hearing. 

(iv)  If  review  of  the  data,  information, 
and  analyses  submitted  warrants  the 
conclusion  that  the  basis  for  the  order  is 
not  valid,  e.g.,  that  substantial  evidence 
of  effectiveness  exists,  the  Commissioner 
shall  deny  the  hearing,  enter  summary 
judgment  for  the  person(s)  requesting 
the  hearing,  and  revoke  the  order.  If  a 
hearing  is  not  requested,  the  order  will 
become  effective  as  published. 

(V)  If  a  hearing  is  requested  and  justi¬ 
fied,  the  provisions  of  Part  2  of  this 
chapter  shall  apply  to  such  hearing. 

(Vi)  A  hearing  ^all  be  granted  if  there 
exists  a  genuine  and  substantial  issue  of 
fact  or  if  the  Ccxnmissioner  concludes,  in 
his  discretion,  that  a  hearing  would  oth¬ 
erwise  be  in  the  public  interest. 

(9)  The  repeal  of  any  regulation  con¬ 
stitutes  a  revocation  of  all  outstanding 
certificates  based  upon  such  regulation. 
However,  the  Commissioner  may,  in  his 
discretion,  defer  or  stay  such  action 
pending  a  ruling  on  any  related  request 
for  a  hearing  or  pending  smy  related 
hearing  or  other  administrative  or  ju¬ 
dicial  proceeding. 

(c)  Whenever  any  interested  person 
submits  an  application  or  request  pur¬ 
suant  to  provisions  of  sectiem  507  of  the 
act,  or  regulations  promulgated  there¬ 
under,  which  application  or  request  con¬ 
templates  the  Issuance,  amendment,  or 
repeal  of  any  regulation,  and  such  person 
has  been  informed  in  writing  that  such 
application  or  request  is  not  approvable, 
or  whenever  such  person  has  received 
no  written  communication  advising 
whether  or  not  such  application  is  ap¬ 
provable  by  the  180th  day  after  its  sub¬ 
mission,  such  Interested  persem  may  file 
a  petition  proposing  the  issuance, 
amendment,  or  repeal  of  such  regulation 
under  the  provisions  of  section  507(f) 
of  the  act  and  Part  2  of  this  chapter.  The 
C(xnmissioner  shall  cause  the  regulation 
proposed  in  such  petition  to  be  published 
in  the  Federal  Register  within  60  days 
of  the  receipt  of  an  acceptable  petition 
and  further  proceedings  shall  be  in  ac¬ 
cord  with  the  provisions  of  sections  507 
(f)  and  701  (f)  and  (g)  of  the  act  and 
Part  2  of  this  chapter. 

(d)  (1)  No  regulation  providing  for 
the  certification  of  any  batch  of  any  drug 
composed  wholly  or  in  part  of  any  kind 


of  penicillin,  streptomycin,  chlortetracy- 
cline,  chloramphenicol,  bacitracin,  or  any 
other  antibloUc  drug,  or  any  derivative 
thereof.  Intended  for  use  by  man  shall  be 
promulgated  and  no  existing  regulation 
will  be  continued  in  effect  unless  it  is 
established  by  substantial  evidence  that 
the  drug  will  have  such  characteristics 
of  identity,  strength,  quality,  and  purity 
necessary  to  adequately  insure  safety  and 
efficacy  of  use.  “Substantial  evidence” 
has  been  defined  by  Congress  to  mean 
“evidence  consisting  of  adequate  and 
well-controlled  investigations,  including 
clinical  investigations,  by  experts  quali¬ 
fied  by  scientific  training  and  experience 
to  evaluate  the  effectiveness  of  the  drug 
involved,  on  the  basis  of  which  it  could 
fairly  and  responsibly  be  concluded  by 
such  experts  that  the  drug  will  have  the 
effectiveness  it  purports  and  is  repre¬ 
sented  to  have  imder  the  conditions  pre¬ 
scribed,  recommended  or  suggested  in  the 
labeling  thereof.”  This  definition  is  made 
applicable  to  a  number  of  antibiotic 
drugs  by  section  507(h)  of  the  act  and 
it  is  the  test  of  efficacy  that  will  be  ap¬ 
plied  in  promulgating,  amending,  or 
repealing  regulations  for  the  certification 
of  all  antibiotics  under  section  507(a)  of 
the  act  as  well. 

(2)  The  scientific  essentials  of  an  ade¬ 
quate  and  well-controlled  clinical  inves¬ 
tigation  are  described  in  §  314.111(a)(5) 
of  this  chapter. 


PART  431— CERTIFICATION  OF 
ANTIBIOTIC  DRUGS 

40.  In  Part  431,  §  431.52  is  revised  to 
read  as  follows: 

§  431.52  Hearings. 

Any  person  who  contests  the  suspen¬ 
sion  of  certification  service  under  §  431.51 
shall  have  an  opportunity  for  a  regula¬ 
tory  hearing  before  the  Pood  and  Drug 
Administration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter. 


PART  433— EXEMPTIONS  FROM  ANTI¬ 
BIOTIC  CERTIFICATION  AND  LABELING 

REQUIREMENTS 

41.  In  Part  433,  §  433.2  (c)  and  (d)  are 
revised  to  read  as  follows: 

§  433.2  Condition*  on  the  effeetiveness 
of  exemptions  from  eertifieation. 

•  •  «  •  • 

(c)  If  the  Commissioner  repeals  or 
suspends  an  exemption  for  an  antibiotic 
drug,  the  approved  new  drug  application, 
or  an  exemption  from  batch  certification 
requirements,  a  notice  to  that  effect  and 
the  reasons  therefor  will  be  published  in 
the  Federal  Register. 

(d)  Any  person  who  contests  the  revo¬ 
cation  or  suspension  or  denial  of  rein¬ 
statement  of  an  exemption  shall  have  an 
opportunity  for  a  regulatory  hearing  be¬ 
fore  the  Food  and  Drug  Administration 
pursuant  to  Subpart  P  of  Part  2  of  this 
chapter. 

42.  Section  433.12(b)  (4)  is  revised  and 
adding  a  paragraph  (b)  (5)  to  read  as 
follows: 
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§  433.12  Exemption  for  labeling. 

•  •  •  •  • 

(b)  •  •  • 

(4)  When  the  Commissioner  finds  that 
such  application  contains  any  untrue 
statement  of  a  material  fact  or  that  any 
provision  of  any  such  agreement  has 
been  violated  he  may  revoke  such  permit. 

(5)  Any  person  who  contests  the  de¬ 
nial  or  revocation  of  a  permit  shall  have 
an  opportunity  for  a  regtilatory  hearing 
before  the  Food  and  Drug  Administration 
pursuant  to  Subpart  F  of  Part  2  of  this 
chapter. 

•  *  •  •  * 

43.  Section  433.13(b)  is  revised  to  read 
as  follows: 

§  433.13  Exemption  for  niaiiufaeluring 

use. 

•  •  •  •  « 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner,  shall  give  the  name  and  loca¬ 
tion  of  the  establishment  in  which  such 
drug  is  to  be  used  and  shall  be  accom¬ 
panied  by; 

(DA  written  agreement  signed  by  the 
applicant  that  he  will  keep  complete 
records  showing  the  date,  quantity,  and 
batch  mark  of  each  shipment  and  other 
delivery  of  any  such  drug  to  such  estab¬ 
lishment,  and  that  he  will  make  such 
records  available  to  any  officer  or  em¬ 
ployee  of  the  Food  and  Drug  Administra¬ 
tion  at  any  reasonable  hour  within  3 
years  after  the  date  of  such  shipment 
or  delivery; 

(2)  A  written  statement  signed  by  the 
operator  of  such  establishment  showing 
that  he  has  adequate  facilities  for  the 
manufacture  of  such  other  drug;  such 
statement  shall  contain  an  agreement 
that  he  will  keep  complete  records  show¬ 
ing  the  date  of  receipt  by  him  and  the 
quantity  and  batch  mark  of  each  such 
shipment  and  delivery  and  the  disposi¬ 
tion  thereof  and  showing  the  quantity 
and  batch  mark  of  each  batch  of  such 
other  drug  manufactured  by  him  and 
the  disposition  thereof;  that  he  will 
make  such  records  available  to  any  offi¬ 
cer  or  employee  of  the  Food  and  Drug 
Administration  at  any  reasonable  hour 
within  3  years  after  the  date  of  such 
disposition,  and  that  he  will  accord  full 
opportunity  to  such  officer  or  employee 
to  make  inventories  of  stocks  on  hand 
and  otherwise  check  the  correctness  of 
such  records;  and 

(3)  A  written  agreement  signed  by  the 
person  who  will  own  the  drug  after  its 
manufacture  is  completed  that  he  will 
request  certification  of  each  batch  there¬ 
of  unless  it  is  exempt  under  section  801 
(d)  of  the  act  or  §§  433.12,  433.14, 
433.16,  or  433.17,  and  that  he  will  not 
remove  any  of  such  drug  from  such  es- 
tablishment_unless  it  complies  with  sec¬ 
tion  502(1)  of  the  act  or  the  certification 
requirements  of  section  512 (n)  of  the  act 
or  is  so  exempt  or  is  retiuned  to  him  for 
labeling. 

When  the  Commissioner  finds  that  such 
application  contains  any  untrue  state¬ 
ment  of  a  material  fact  or  that  any  pro¬ 
vision  of  any  such  agreement  has  been 


violated,  he  may  revoke  such  permit. 
Any  person  who  contests  the  denial  or 
revocation  of  a  permit  shall  have  an  op¬ 
portunity  for  a  regulatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Subpart  F  of  Part  2  of  this 
chapter. 

•  •  •  *  • 

44.  Section  433.14(b)  is  revised  to  read 
as  follows:  ^ 

§  433.14  Exemption  for  slorafse. 

•  •  •  •  • 

(b)  An  Implication  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner,  and  shall  give  the  name  and 
location  of  the  warehouse  in  which  such 
drug  is  to  be  stored.  Such  application 
shall  be  accompanied  by: 

(DA  written  agreement  signed  by  the 
applicant  that  he  will  request  certifica¬ 
tion  of  each  batch  thereof  imless  it  is 
exempt  tmder  section  801(d)  of  the  act 
or  §§  433.12,  433.13,  or  433.16,  that  he  will 
not  remove  any  of  such  drug  from  such 
warehouse  unless  it  complies  with  sec¬ 
tion  502(1)  of  the  act  or  the  certification 
requirements  of  section  512(n)  of  the 
act  or  is  so  exempt  or,  if  certification 
is  refused  unless  it  is  returned  within  a 
reasonable  time  to  permit  reprocessing 
and  certification,  destruction,  or  such 
exemption  at  the  establishment  where 
it  was  manufactured;  that  he  will 
keep  complete  records  showing  the  date, 
quantity,  and  batch  mark  of  each  ship¬ 
ment  and  other  delivery  of  any  such 
dnig  to  such  warehouse,  and  that  he  will 
make  such  records  available  to  any  offi¬ 
cer  or  employee  of  the  Food  and  Drug 
Administration  at  any  reasonable  hour 
within  3  years  after  the  date  of  such 
shipment  or  delivery;  and 

(2)  A  written  statement  signed  by  the 
operator  of  such  warehouse  showing  that 
he  has  adequate  facilities  for  such  stor¬ 
age;  such  statement  shall  contain  an 
agreement  that  he  will  hold  each  ship> 
ment  or  other  delivery  of  such  drug  in¬ 
tact,  under  such  conditions  as  will  not 
cause  failure  of  the  drug  to  comply  with 
the  requirements  for  certification,  that 
he  will  keep  complete  records  showing 
the  date  of  receipt  by  him  and  the  quan¬ 
tity  and  batch  mark  of  each  such  ship¬ 
ment  and  delivery  and  the  disposition 
thereof,  that  he  will  make  such  records 
available  to  any  officer  or  employee  of 
the  Food  and  Drug  Administration  at 
any  reasonable  hour  within  3  years  after 
the  date  of  such  disposition,  and  that  he 
will  accord  full  opporttmity  to  such  of¬ 
ficer  or  employee  to  make  inventories  of 
stocks  on  hand  and  otherwise  check  the 
correctness  of  such  records. 

If  the  applicant  keeps  complete  records 
showing  the  date,  quantity,  and  batch 
mark  of  each  shipment  and  other  de¬ 
livery  of  any  such  drug  from  such  ware¬ 
house  and  the  name  and  post-office  ad¬ 
dress  of  the  person  to  whom  such  ship¬ 
ment  or  delivery  was  made,  the  agree¬ 
ment  to  keep  records  of  such  disposals, 
to  make  such  records  available,  and  to 
afford  opportunity  for  checking  their 
correctness  may  be  included  in  the  appli¬ 
cant’s  agreement  and  omitted  from  that 
of  the  operator.  When  the  Commis¬ 


sioner  finds  that  such  application  con¬ 
tains  any  untrue  statement  of  a  material 
fact  or  that  any  provision  of  any  such 
agreement  has  been  violated  he  may  re¬ 
voke  such  permit.  Any  person  who  con¬ 
tests  the  denial  or  revocation  of  a  permit 
shall  have  an  opportunity  for  a  regvda- 
tory  hearing  before  the  Food  and  Drug 
Administration  pursuant  to  Subpart  F 
of  Part  2  of  this  chapter. 

***** 

45.  Section  433.15(b)  is  revised  to  read 
as  follows : 

§  433.15  Excniption  fur  pr<K-e!«sing. 
***** 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner  and  shall  give  the  name  and 
location  of  the  establishment  in  which 
such  processing  is  to  be  done.  Such  ap¬ 
plication  shall  be  accompanied  by : 

(1)  A  written  agreement  signed  by  the 
applicant  that  he  will  keep  complete  rec¬ 
ords  showing  the  date,  quantity,  potency, 
and  batch  mark  of  each  shipment  and 
other  delivery  of  any  such  solution  to 
such  establishment,  and  that  he  will 
make  such  records  available  to  any  offi¬ 
cer  or  employee  of  the  Food  and  Drug 
Administration  at  any  reasonable  hour 
within  3  years  after  the  date  of  such 
shipment  or  delivery ; 

(2)  A  written  agreement  signed  by  the 
operator  of  such  establishment  showing 
that  he  has  adequate  facilities  for  such 
processing;  such  statement  shall  contain 
an  agreement  that  he  will  keep  complete 
records  showing  the  date  of  receipt  by 
him  and  the  quantity  and  batch  mark  of 
each  such  shipment  and  delivery  and 
the  disposition  thereof,  that  he  will  make 
such  records  available  to  any  officer  or 
employee  of  the  Food  and  Drug  Admin¬ 
istration  at  any  reasonable  hour  within 
3  years  after  the  date  of  such  disposition, 
and  that  he  will  accord  full  opportvmity 
to  such  officer  or  employee  to  make 
inventories  of  stocks  on  hand  and  other¬ 
wise  check  the  correctness  of  such 
records;  and 

(3)  A  written  agreement  signed  by  the 
person  who  will  own  the  drug  after  the 
processing  is  completed  that  he  will 
request  certification  of  each  batch  there¬ 
of  unless  it  is  exempt  under  section 
801(d)  of  the  act  or  §§  433.12,  433.13. 
433.14,  433.16,  or  433.17,  and  that  he  will 
not  remove  any  of  such  drug  from  such 
establishment  unless  it  complies  with 
section  502(1)  of  the  act  or  the  certifica¬ 
tion  requirements  of  section  512(n)  of 
the  act  or  is  so  exempt. 

When  the  Commissioner  finds  that 
such  application  contains  any  untrue 
statement  of  a  material  fact  or  that  any 
provision  of  any  such  agreement  has 
been  violated  he  may  revoke  such  per¬ 
mit.  Any  person  who  contests  the  denial 
or  revocation  of  a  permit  shall  have  an 
opportunity  for  a  regulatory  hearing  be¬ 
fore  the  Food  and  Drug  Administration 
pursuant  to  Subpart  F  of  Part  2  of  this 
chapter. 

•  •  •  •  • 

460  Section  433.16(b)  is  revised  to  read 
as  follows: 
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§  433.16  Exemption  for  repacking. 

•  •  •  •  • 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner,  and  shall  give  the  name  and 
location  of  the  establishment  in  which 
such  repacking  is  to  be  done.  Such  ap- 
phcation  shall  be  accompanied  by: 

(1)  A  written  agreement  signed  by  the 
applicant  that  he  will  keep  complete  rec¬ 
ords  showing  the  date,  quantity,  and 
batch  mark  of  each  shipment  and  other 
delivery  of  any  such  drug  to  such  estab¬ 
lishment,  and  that  he  will  make  such 
records  available  to  any  oflScer  or  em¬ 
ployee  of  the  Food  and  Drug  Administra¬ 
tion  at  any  reasonable  hour  within  3 
years  after  the  date  of  each  shipment  or 
delivery; 

(2)  A  written  statement  signed  by  the 
operator  of  such  establishment  showing 
that  he  has  adequate  facilities  for  such 
repacking;  such  statement  shall  contain 
an  agreement  that  he  Viill  keep  complete 
records  showing  the  date  of  receipt  by 
him  and  the  quantity  and  batch  mark 
of  each  such  shipment  and  delivery  and 
the  disposition  thereof,  that  he  will  make 
such  records  available  to  any  officer  or 
employee  of  the  Pood  and  Drug  Admin¬ 
istration  at  any  reasonable  hour  within 
3  years  after  the  date  of  such  disposition, 
and  that  he  will  accord  full  opportunity 
to  such  officer  or  employee  to  make  in¬ 
ventories  of  stocks  on  hand  and  other¬ 
wise  check  the  correctness  of  such  rec¬ 
ords;  and 

(3)  A  vTitten  agreement  signed  by  the 
person  who  will  own  the  drug  after  the 
repacking  is  completed  that  he  will  re¬ 
quest  certification  of  each  batch  thereof 
unless  it  is  exempt  under  section  801(d) 
of  the  act  or  §§  433.12,  433.13,  433.14,  or 
433.17,  and  that  he  will  not  remove  any 
of  such  drug  from  such  establishment 
unless  it  complies  with  section  502(1) 
of  the  act  or  the  certification  require¬ 
ments  of  section  512(n)  of  the  act  or  is  so 
exempt  or  is  returned  to  him  for  labeling 
or,  if  certification  is  refused,  unless  it  is 
returned  within  a  reasonable  time  to 
permit  reprocessing  and  certification, 
destruction,  or  such  exemption  at  the 
establishment  where  it  was  manufac¬ 
tured. 

When  the  Commissioner  finds  that 
such  application  contains  any  untrue 
statement  of  a  material  fact  or  that  any 
provision  of  any  such  agreement  has 
been  violated  he  may  revoke  such  permit. 
Any  person  who  contests  the  denial  or 
revocation  of  a  permit  shall  have  an  op¬ 
portunity  for  a  regulatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Subpart  F  of  Part  2  of  this 
chapter. 

•  »  •  •  » 


PART  511— NEW  ANIMAL  DRUGS  FOR 
INVESTIGATIONAL  USE 

47.  In  Part  511,  by  amending  S  511.1 
by  revising  the  imdesignated  paragraph 
at  the  end  of  paragraph  (b)  (5)  and  par¬ 
agraphs  (c)  (1)  and  (4)  and  (d)(2)  to 
read  as  follows: 
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§  511.1  New  animal  drags  for  investiga¬ 
tional  nse  exempt  from  section  512 
(a)  of  the  act. 

•  •  •  •  * 

(b)  *  •  • 

(5)  •  •  • 

Authorizations  granted  under  this  sub- 
paragraph  do  not  exempt  investigational 
animals  and  their  products  from  compli¬ 
ance  with  other  applicable  inspection  re¬ 
quirements.  Any  person  who  contests  a 
refusal  to  grant  such  authorization  shall 
have  an  opportunity  for  a  regulatory 
hearing  before  the  Food  and  Drug  Ad¬ 
ministration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter. 

*  •  •  •  • 

(c)  Withdrauxil  of  eligibility  to  receive 
investigational-use  new  animal  drugs. 
(1)  Whenever  the  Food  and  Drug  Ad- 
ministrati<m  has  information  Indicating 
that  an  investigator  has  repeatedly  or  de- 
Uberately  failed  to  comply  with  the  con¬ 
ditions  of  these  exempting  regulations  or 
has  submitted  false  information  either 
to  the  sponsor  of  the  investigation  or  in 
any  required  report,  the  Director,  Bureau 
of  Veterinary  Medicine,  will  furnish  the 
investigator  written  notice  of  the  matter 
complained  of  in  general  terms  and  offer 
him  an  opportunity  to  explain  the  mat¬ 
ter  in  an  informal  conference  and/or  in 
writing.  If  an  explanation  is  offered  but 
not  accepted  by  the  Bureau  of  Veteri¬ 
nary  Medicine,  the  investigator  shall 
have  an  opportunity  for  a  regulatory 
hearing  before  the  Food  and  Drug  Ad¬ 
ministration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter  on  the  question  of 
whether  the  investigator  is  entitled  to  re¬ 
ceived  investigational  new  animal  drugs. 

*  •  •  •  « 

(c)  (4>  If  the  Commissioner  determines, 
after  the  unreliable  data  submitted 
by  the  investigator  are  eliminated  from 
consideration,  that  the  data  remaining 
are  inadequate  to  support  a  conclusion 
that  it  is  reasonably  safe  to  continue  the 
investigation,  he  shall  first  notify  the 
sponsor,  who  shall  have  an  opportunity 
for  a  regulatory  hearing  before  the  Pood 
and  Drug  Administration  pursuant  to 
Subpart  F  of  Part  2  of  this  chapter  on 
whether  the  exemption  should  be  termi¬ 
nated.  If  a  danger  to  the  public  health 
exists,  however,  he  shall  terminate  the 
exemption  forthwith  and  notify  the 
sponsor  of  the  termination.  In  such  event 
the  sponsor  shall  have  an  opportunity  for 
a  regulatory  hearing  before  the  Food  and 
Drug  Administration  pursuant  to  Sub¬ 
part  F  of  Part  2  of  this  cheater  on  the 
question  of  whether  the  exemption 
should  be  reinstated. 

•  •  »  *  • 

(d)  •  •  • 

(2)  The  continuance  of  the  investiga¬ 
tion  is  unsafe  or  otherwise  contrary  to 
the  public  interest  or  the  drug  is  being 
or  has  been  used  for  purposes  other  than 
bona  fide  scientific  investigation,  he  shall 
first  notify  the  sponsor  and  invite  his 
Immediate  correction.  If  the  conditions 
of  the  exemption  are  not  Immediately 


met,  the  sponsor  shall  have  an  oppor¬ 
tunity  for  a  regulatory  hearing  before  the 
Food  and  Drug  Administration  pursuant 
to  Subpart  F  of  Part  2  of  this  chapter  on 
whether  the  exemption  should  be  termi¬ 
nated.  If  the  exemption  is  terminated  the 
sponsor  shall  recall  or  have  destroyed 
the  unused  supplies  of  the  new  animal 
drug. 


PART  514 — NEW  ANIMAL  DRUG 
APPLICATIONS 

48.  In  Part  514,  §  514.201  is  revised  to 
read  as  follows: 

§  .514.201  Procrdiiro  fur  Iioariii^ii. 

Hearings  relating  to  new  animal  drugs 
under  section  505  (d) ,  (e) ,  (m)  (3) ,  and 
(m)  (4)  of  the  act  shall  be  governed  by 
Part  2  of  this  chapter. 

§§514.202,  514.203,  514.204,  514.205, 
514.206  [Revoked]. 

49.  Sections  514.202.  514.203,  514.204, 
514.205,  and  514.206  are  revoked. 

50.  Section  514.210  is  revised  to  read  as 
follows: 

§  514.210  Hearing  prueedure. 

Hearings  pursuant  to  S  514.155  shall 
be  governed  by  Subpart  F  of  Part  2  of 
this  chapter. 

§§514.220,  514.221,  514.222,  514.230, 
514.231,514.232  [Revoked]. 

51.  Sections  514.220,  514.221,  514.222, 
514.230,  514.231,  and  514.232  are  revoked. 

52.  Section  514.235  is  revised  as  fol¬ 
lows: 

§  514.235  Judicial  review. 

(a)  The  transcript  and  record  shall 
be  certified  by  the  Commissioner.  In  any 
case  in  which  the  Commissioner  enters 
an  order  without  a  hearing  pursuant  to 
§  314.200(g)  of  this  chapter,  the  re- 
quest(s)  for  hearing  together  with  the 
data  and  information  submitted  and  the 
Commissioner’s  findings  and  conclusions 
shall  be  included  in  the  record  certified 
by  the  Commissioner. 

(b)  Judicial  review  of  an  order  with¬ 
drawing  approval  of  a  new  drug  appli¬ 
cation,  whether  or  not  a  hearing  has  been 
held,  may  be  sought  by  a  manfacturer  or 
distributor  of  an  identical,  related,  or 
similar  drug  product,  as  defined  in  §  310.6 
of  this  chapter,  in  a  United  States  court 
of  appeals  pursuant  to  section  505(h) 
of  the  act. 


PART  601— LICENSING 

53.  In  Part  601,  IS  601.4,  601.5,  and 
601.6(c)  are  revoked  and  the  remainder 
of  §  601.6  is  redesignated  as  §  601.12,  new 
II  601.4  through  601.9  are  added  to  read 
as  follows: 

§  601.4  Issuaiic'c  and  denial  of  license. 

(a)  An  establishment  or  product  li¬ 
cense  shall  be  issued  upon  a  determina¬ 
tion  by  the  Commisioner  that  the  estab¬ 
lishment  or  the  product,  as  the  case  may 
be,  meets  the  applicable  standards  estab¬ 
lished  in  this  chapter.  Licenses  shall  be 
valid  until  suspended  or  revoked. 


FEDERAL  REGISTER,  VOL  40,  NO.  102 — TUESDAY,  MAY  27,  1975 


RULES  AND  REGULATIONS 


23045 


(b)  If  the  Commissioner  determines 
that  the  establishment  or  product  does 
not  meet  the  stand  :^ds  established  in 
this  chapter,  he  shall  deny  the  applica¬ 
tion  and  Inform  the  applicant  of  the 
grounds  for,  and  of  an  opportunity  for 
a  hearing  on,  his  decision.  If  the  appli¬ 
cant  so  requests,  the  Commissioner  shall 
issue  a  noUce  of  opportunity  for  hearing 
on  the  matter  pursuant  to  §  2.111(b)  of 
this  chapter. 

§  601.5  Revocation  of  lieeni>o. 

(a)  An  establishment  or  product  li¬ 
cense  shall  be  revoked  upon  application 
of  the  manufacturer  giving  notice  of  in¬ 
tention  to  discontinue  the  manufacture 
of  aU  products  or  to  discontinue  the 
manufacture  of  a  particular  product  for 
which  a  license  is  held,  and  waiving  an 
opportunity  for  a  hearing  on  the  matter. 

(b)  If  the  Commissioner  finds  that  (1) 
authorized  Food  and  Drug  Administra¬ 
tion  employees  after  reasonable  efforts 
have  been  unable  to  gain  access  to  an  es¬ 
tablishment  or  a  location  for  the  purpose 
of  carrying  out  the  inspection  reqiiired 
tmder  §  600.21  of  this  chapter.  (2)  manu- 
factiuing  of  products  or  of  a  product  has 
been  discontinued  to  an  extent  that  a 
'meaningful  Inspection  or  evaluation  can¬ 
not  be  made,  (3)  the  manufacturer  has 
failed  to  report  a  change  as  required  by 
§  601.12,  (4)  the  establishment  or  any 
location  thereof,  or  the  product  for  which 
the  license  has  been  issued,  fails  to  con¬ 
form  to  the  applicable  standards  estab¬ 
lished  in  the  license  and  in  this  chapter 
designed  to  ensure  the  continued  safety, 
purity,  and  potency  of  the  manufactured 
product,  (5)  the  establishment  or  the 
manufacturing  methods  have  been  so 
changed  as  to  require  a  new  showing  that 
the  establishment  or  product  meets  the 
standards  established  in  this  chapter  in 
order  to  protect  the  public  health,  or  (6) 
the  licensed  product  is  not  safe  and  effec¬ 
tive  for  all  of  its  intended  uses  or  is  mis¬ 
branded  with  respect  to  any  such  use, 
he  shall  notify  the  licensee  of  his  inten¬ 
tion  to  revoke  the  license,  setting  forth 
the  grounds  for,  and  offering  an  oppor¬ 
tunity  for  a  hearing  on,  the  proposed 
revocation.  Except  as  provided  in  §  601.6 
and  In  cases  Involving  willfulness,  the 
notification  required  in  this  paragraph 
Shan  provide  a  reasonable  period  for  the 
licensee  to  demonstrate  or  achieve  com¬ 
pliance  with  the  requirements  of  this 
chapter,  before  proceedings  will  be  In¬ 
stituted  for  the  revocation  of  the  license. 
If  compliance  is  not  demonstrated  or 
achieved  and  the  licensee  does  not  waive 
the  opportunity  for  a  hearing,  the  Com¬ 
missioner  shall  Issue  a  notice  of  oppor¬ 
tunity  for  hearing  on  the  matter  pursu¬ 
ant  to  S  2.111(b)  of  this  chapter. 

§  601.6  Suspension  of  license. 

(a)  Whenever  the  Commissioner  has 
reasonable  groimds  to  believe  that  any  of 
the  grounds  for  revocation  of  a  license 
exist  and  that  by  reason  thereof  there  is 
a  danger  to  health,  he  may  notify  the 
licensee  that  his  license  for  the  estab¬ 
lishment  or  the  product  Is  suspended  and 
require  that  the  licensee  (1)  notify  the 
selling  agents  and  distributors  to  wh<Hn 


such  product  or  products  have  been  de¬ 
livered  of  such  suspenslcm.  and  (2)  fur¬ 
nish  to  the  Director,  Bureau  of  Biologies, 
complete  recends  of  such  deliveries  and 
notice  of  suspension. 

(b)  Upon  suspension  of  a  license,  the 
Commissioner  shall  either  (1)  proceed 
pursuant  to  the  provisions  of  §  601.5(b) 
to  revoke  the  license,  or  (2)  if  the 
licensee  agrees,  hold  revocation  in  abey¬ 
ance  pending  resolution  of  the  matters 
involved. 

§  601.7  Procedure  fur  hearings. 

(a)  A  notice  of  opportunity  for  hear¬ 
ing,  notice  of  appearance  and  request  for 
hearing,  and  grant  or  denial  of  hearing 
for  a  biological  drug  pursuant  to  this 
Part,  for  which  the  exemption  from  the 
Federal  Food,  Drug,  and  Cosmetic  Act  in 
S  310.4  of  this  chapter  has  been  revoked, 
shall  be  subject  to  the  provisions  of 
§  314.200  of  this  chapter  except  to  the  ex¬ 
tent  that  the  notice  of  opportimity  for 
hearing  on  the  matter  issued  pursuant  to 
§  2.111(b)  of  this  chapter  specifically  pro¬ 
vides  otherwise. 

(b)  Hearings  pursuant  to  §§601.4 
through  601.6  shall  be  governed  by  Part 
2  of  this  chapter. 

(c)  When  a  license  has  been  sus¬ 
pended  pursuant  to  §  601.6  and  a  hearing 
request  has  been  granted,  the  hearing 
shall  proceed  on  an  expedited  basis. 

§  601.8  Publication  uf  revocation. 

Notice  of  revocation  of  a  license,  with 
statement  of  the  cause  therefor,  shall  be 
issued  by  the  Commissioner  and  pub¬ 
lished  in  the  Federal  Register. 

§601.9  LicenHe§ ;  reissuance. 

(a)  Compliance  with  standards.  An 
establishment  or  product  license,  previ¬ 
ously  sus[>ended  or  revoked,  may  be  re¬ 
issued  or  reinstated  upon  a  showing  of 
compliance  with  required  standards  and 
upon  such  inspection  and  examination 
as  may  be  considered  necessary  by  the 
Commissioner. 

(b)  Exclusion  of  noncomplying  loca¬ 
tion.  An  establishment  or  product  license, 
excluding  a  location  or  locations  that 
fail  to  comply  with  required  standards, 
may  be  issued  without  further  applica¬ 
tion  and  concurrently  with  the  suspen¬ 
sion  or  revocation  of  the  license  for  non- 
compliance  at  the  excluded  location  or 
locations. 

§§  601.40,  601.41,  601.42,  601.43, 

601.44  [Revoked]. 

54.  Sections  601.40  through  601.44  are 
revoked. 

PART  701— COSMETIC  LABELING 

55.  In  Part  701,  §  701.3(b)  and  (e) 
are  revised  to  read  as  follows: 

§  701.3  Designation  of  ingredients. 

n  *  «  •  • 

(b)  The  declaration  of  ingredients 
shall  appear  with  such  promience  and 
conspicuousness  as  to  render  it  likely  to 
be  read  and  tmderstood  by  ordinary  In¬ 
dividuals  tmder  normal  conditions  of 
purchase.  The  declaration  shall  appear 


on  any  appropriate  information  panel  in 
letters  not  less  than  Vie  of  an  inch  in 
height  and  without  obscuring  design, 
vignettes,  or  crowding.  In  the  absence  of 
sufficient  space  for  such  declaration  on 
the  package,  or  where  the  manufacturer 
or  distributor  wishes  to  use  a  decora¬ 
tive  container,  the  declaration  may  ap¬ 
pear  on  a  firmly  affixed  tag,  tape,  or 
card.  In  those  cases  where  there  is  in¬ 
sufficient  space  for  such  declaration  on 
the  package,  and  it  is  not  practical  to 
firmly  affix  a  tag,  tape,  or  card,  the  Com¬ 
missioner  may  estaUish  by  regulation  an 
acceptable  alternate,  e.g.,  a  smaller  type 
size.  A  petition  requesting  such  a  regula¬ 
tion  as  an  amendment  to  this  paragraph 
shall  be  submitted  pursuant  to  Part  2  'of 
this  chapter. 

*  •  #  «  • 

(e)  Interested  persons  may  submit  a 
petition  requesting  the  establishment  of 
a  specific  name  for  a  cosmetic  ingredient 
pursuant  to  Part  2  of  this  chapter.  The 
Commissioner  may  also  propose  such  a 
name  on  his  own  initiative. 


PART  1003— NOTIFICATION  OF  DEFECTS 
OF  FAILURE  TO  COMPLY 

56.  In  Part  1003,  §  1003.11  is  amended 
by  adding  an  imdesignated  paragraph  at 
the  end  of  paragraph  (a)  as  follows: 

§  1003.11  Determination  by  Secretary 
that  product  fails  to  comply  or  has 
a  defect. 

(a)  •  •  • 

The  manufacturer  shall  have  an  oppor- 
timlty  for  a  regulatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Subpart  F  of  Part  2  of  this 
chapter. 

•  *  •  •  * 

57.  Section  1003.31(d)  is  added  to  read 
as  follows: 

§  1003.31  Granting  the  exemption. 

*  •  *  •  * 

(d)  Any  person  who  contests  denial  of 
an  exemption  shall  have  an  opportunity 
for  a  regulatory  hearing  before  the  Pood 
and  Drug  Administration  pmsuant  to 
Subpart  F  of  Part  2  of  this  chapter. 


PART  1004— REPURCHASE,  REPAIRS,  OR 
REPLACEMENT  OF  ELECTRONIC  PROD¬ 
UCTS 

58.  In  Part  1004,  §  1004.6  is  sunended 
by  adding  the  following  new  sentence  at 
the  end  as  follows: 

§  1004.6  Approval  of  plans. 

•  •  *  Any  person  who  contests  denial 
of  a  plan  shall  have  an  opportunity  for  a 
regulatory  hearing  before  the  Food  and 
Dnig  Administration  pursuant  to  Sub¬ 
part  F  of  Part  2  of  this  chapter. 


PART  1210— REGULATIONS  UNDER  THE 
FEDERAL  IMPORT  MILK  ACT 

59.  In  Part  1210,  the  heading  of  Sub¬ 
part  D  and  S  1210.30  are  revised  to  read 
as  follows: 
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Subpart  D — Hearings 

§  1210.30  Hearing  procedure  for  permit 
denial,  su8pene>ion,  and  revocation. 

Any  person  who  contests  denial,  sus¬ 
pension,  or  revocation  of  a  permit  shall 
have  an  opportunity  for  a  regulatory 
hearing  before  the  Pood  and  Drug  Ad¬ 
ministration  pursuant  to  Subpart  F  of 
Part  2  of  this  chapter. 

60.  Section  1210.31  is  revoked  and 
§  1210.63  is  redesignated  as  new  §  1210.31 
to  read  as  follows: 

§1210.31  Hearing  before  prosecution. 

Before  violation  of  the  act  is  referred 
to  the  Department  of  Justice  for  pros¬ 
ecution  imder  section  5  of  the  Federal 
Import  Milk  Act,  an  opportunity  to  be 
heard  will  be  given  to  the  party  sigainst 
whom  prosecution  is  imder  considera¬ 


tion.  The  hearing  will  be  private  and 
confined  to  questions  of  fact  The  party 
notified  may  present  evidence,  either  oral 
or  written,  in  person  or  by  attorney,  to 
show  cause  why  he  should  not  be  pros¬ 
ecuted.  After  a  hearing  is  held,  if  it  ap¬ 
pears  that  the  law  has  been  violate, 
the  facts  will  be  reported  to  the  Depart¬ 
ment  of  Justice. 

§§  1210.32,  1210.33,  1210.40,  1210.41, 
1210.42,  1210.43,  1210.44,  1210.50, 
1210.51,  1210.52,  1210.53,  1210.54, 
1210.55,  1210.56,  1210.57,  1210.58, 
1210.59,  1210.60,  1210.61,  1210.62, 
L  Revoked  ] . 

61.  Sections  1210.32, 1210.33,  and  Sub¬ 
parts  E,  F  and  G  of  Part  1210,  including 
1210.40,  1210.41,  1210.42,  1210.43,  1210.44, 
1210.50,  1210.51,  1210.52,  1210.53,  1210.54, 
1210.55,  1210.56,  1210.57,  1210.58,  1210.59, 
1210.60,  1210.61,  1210.62  are  revoked. 


Effective  date.  This  order  shall  be  ef¬ 
fective  on  July  28,  1975,  except  that 
§§  2.20(b)  and  2.21  shall  be  effective  on 
November  24,  1975.  Interested  persons 
may,  on  or  before  July  28,  1975,  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  com¬ 
ments  in  Quintuplicate  on  any  aspect  of 
this  order.  Ccmiments  received  will  be 
available  for  public  inspection  at  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday.  Any  changes  in  this 
order  justified  by  such  comments  will  be 
the  subject  of  a  further  order  amending 
the  specific  regulations  involved. 

Dated:  May  9,  1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.75-13283  Plied  6-19-76:8:45  am] 
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